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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

(Docket  No.  75N-0256] 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 
DRUG,  AND  COSMETIC  ACT  AND  THE 
FAIR  PACKAGING  AND  LABELING  ACT 

PART  102 — COMMON  OR  USUAL  NAMES 
FOR  NONSTANDARDIZED  FOODS 

Food  Labeling  and  Label  Declaration  of 

Ingredients  Requirements 

The  Pood  and  Drug  Administration  is 
Issuing  regulations  governing  the  way  in 
which  certain  food  ingredients  may  be 
declared  on  the  label.  Fat  and  oil  ingredi¬ 
ents,  which  now  may  be  declared  by  class 
names  such  as  “vegetable  oil”  and 
“shortening,”  are  required  by  the  new 
regulations  to  be  declared  by  a  name 
that  Identifies  the  specific  source  of  the 
fat  or  oil,  such  as  “cottonseed  oil”  or 
“beef  fat.”  The  new  regulations  permit 
certain  specified  ingredients  to  be  de¬ 
clared  by  class  names;  for  example,  milk, 
concentrated  milk,  reconstituted  milk, 
and  dry  whole  milk  may  all  be  declared 
as  “milk.”  The  new  regulations  also  es¬ 
tablish  an  alternative  method  for  declar¬ 
ing  the  ingredients  of  a  standardized 
food  when  that  food  is  used  as  an  in¬ 
gredient  in  another  food;  the  compon¬ 
ents  of  the  standardized  ingredient  may 
be  declared,  as  qurrently,  in  parentheses 
after  the  name  of  the  standardized  food, 
or  the  components  of  the  standardized 
ingredient  may  be  incorporated  into  the 
statement  of  ingredients  in  descending 
order  of  predominance  in  the  finished 
food.  A  common  or  usual  name  for  mix¬ 
tures  of  edible  fat  or  oil  and  olive  oil  is 
also  being  established;  a  statement  of 
the  percentage  of  olive  oil  present  is  re¬ 
quired  if  the  presence  of  olive  oil  is  em¬ 
phasized  on  the  label.  Labeling  may  be 
changed  to  comply  with  these  regula¬ 
tions  on  January  6,  1976.  All  products 
initially  Introduced  into  interstate  com¬ 
merce  on  or  after  January  1,  1978,  shall 
comply  with  these  regulations. 

In  a  notice  published  in  the  Federal 
Register  of  June  14, 1974  (39  FR  20888) , 
the  Commissioner  of  Food  and  Drugs 
proposed  regulations  concerning  label 
designation  of  Ingredients,  misleading 
vignettes,  and  a  common  or  usual  name 
for  olive  oil  mixtures. 

The  proposals  concerning  misleading 
vignettes  and  class  ingredient  designa¬ 
tions  for  corn  sweeteners  and  sugar  will 
be  dealt  with  in  subsequent  regulations. 
Of  the  304  comments  received  in  re-, 
sponse  to  the  proposals  dealt  with  herein,' 
251  supported  the  proposals  (47  of  which 
suggested  changes) ;  42  opposed  the 
proix>sals  (with  38  suggesting  changes) ; 
and  11  did  not  directly  address  proposed 
provisions.  A  summary  of  the  comments 
and  the  Commissioner’s  responses  are 
as  follows: 

Percentage  of  Characterizing 
Ingredients 

1.  On  comment  stated  that  a  lawsuit 
has  been  filed  against  the  Food  and  Drug 


Administration  challenging  the  author¬ 
ity  of  the  Commissioner  to  require  in 
§  1.10(d)  (21  CFR  1.10(d))  that  a  food 
label  bear  the  percentage  of  a  character¬ 
izing  ingredient  or  information  concern¬ 
ing  the  presence  or  absence  of  an  in¬ 
gredient  as  part  of  the  common  or  usual 
name  of  a  food.  The  comment  noted  that 
the  proposal  would  transfer  this  provi¬ 
sion  from  §  1.10(d)  to  a  new  §  1.8(f)  (21 
CFR  1.8(f) )  and  stated  that  the  Food 
and  Drug  Administration  should  issue  a 
notice  stating  that  the  provision  is  not 
effective  pending  outcome  of  the  lawsuit. 

The  Commissioner  states  that  the  pro¬ 
posal  merely  to  transfer  this  provision 
from  §  1.10(d)  to  a  new  §  1.8(f)  has  no 
bearing  on  the  matter  contested  in  the 
referenced  court  action  and  that  such  a 
transfer  is  appropriate.  No  stay  of  §  1.10 
(d)  has  been  sought  from  the  Commis¬ 
sioner  or  any  court.  Consequently,  the 
provision  remains  effective. 

2.  One  comment  stated  that  proposed 
§  1.8(f)  was  not  needed  and  shoiUd  be 
deleted.  The  comment  stated  that  inclu¬ 
sion  of  percentage  information  would 
complicate  consumer  identification  of 
foods  because  the  consumer  does  not  nor¬ 
mally  expect  such  detail  in  a  product 
name. 

The  Commissioner  states  that  the  in¬ 
tent  of  the  proposal  was  to  transfer  a 
provision  pertaining  to  a  statement  of 
the  amount  of  a  characterizing  ingredi¬ 
ent  as  a  part  of  the  common  or  usual 
name  of  a  food  from  §  1.10(d)  to  a  new 
§  1.8(f).  This  action  does  not  create  any 
additional  labeling  requirements  since 
the  requirements  contained  in  this  pro¬ 
vision  were  already  in  existence  at  the 
time  of  the  proposal.  Transfer  of  the 
provision  was  proposed  because  §  1.10  is 
being  revised  and  the  provision  more 
logically  belongs  in  §  1.8.  The  Commis¬ 
sioner  therefore  concludes  that  this  com¬ 
ment  is  irrelevant  to  the  proposed 
transfer. 


Label  Declaration  op  Standardized 
Food  Ingredients 


3.  Ten  comments  objected  to  the  re¬ 
quirements  of  proposed  §  1.10(b)  (2) . 
They  stated  that  establishing  a  standard 
of  identity  provides  a  common  or  usual 
name  for  a  standardized  food  used  as  an 
ingredient  in  other  foods  and  that  by 
listing  such  a  multicomponent  ingredi¬ 
ent  on  the  label  by  the  common  or  usual 
name  established  in  the  standard,  the 
manufacturer  has  met  the  requirements 
of  section  403(i)  (2)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act.  These  comments 
argued  that  the  Food  and  Drug  Admin¬ 
istration  is  exceeding  its  authority  in  es¬ 
tablishing  a  regulation  defining  how  in¬ 
gredients  should  be  listed.  They  also 
asserted  that  requiring  standardized  in¬ 
gredients  to  be  listed  in  the  manner  pro¬ 
posed  would  be  contrary  to  the  purpose 
of  the  food  standards  program. 

Historically,  the  Food  and  Drug  Ad¬ 
ministration  has  maintained  that  all 
components  of  any  multicomponent  in¬ 
gredient  used  in  a  nonstandardized  fin¬ 
ished  food  must  be  declared  on  the  label 
of  the  finished  food.  That  is,  multicom¬ 
ponent  ingredients  are  considered  a  “col¬ 


lection  of  sub-ingredients”;  to  meet  the 
requirements  of  section  403 (i)  (2)  of  the 
act,  each  component  of  a  multicompo¬ 
nent  ingredient  must  be  declared  as  an 
ingredient  of  the  finished  food,  in  its 
order  of  iwedominance  as  it  appears  in 
the  finished  food. 

An  exception  to  this  rule  exists  in  the 
case  of  standardized  foods  used  as  ingre¬ 
dients  of  other  foods.  Establishing  a 
standard  of  identity  provides  a  common 
or  usual  name  for  a  standardized  food 
that  may  be  used,  together  with  a  state¬ 
ment  in  parentheses  of  optional  ingredi¬ 
ents,  if  any,  to  meet  the  requirements 
of  section  403(i)  (2)  of  the  act.  This  in¬ 
terpretation  of  the  act  was  made  by  reg¬ 
ulation  in  1938  and  is  now  codified  under 
§  1.10(a) .  Nothing  in  the  present  amend¬ 
ment  affects  the  continued  availability  of 
this  method  of  declaring  standardized 
ingredients  of  nonstandardized  foods. 

The  present  amendment  to  the  regula¬ 
tion  simply  permits  use  of  the  same  for¬ 
mat  for  multicomponent  ingredients  that 
have  common  or  usual  names  established 
by  regulation  or  that  conform  to  a 
standard  of  identity  established  pursu¬ 
ant  to  the  Meat  and  Poultry  Products 
Inspection  Acts  by  the  U.S.  Department 
of  Agriculture.  The  use  of  this  format  is 
not  required  by  the  amendment;  manu¬ 
facturers  may  continue  to  declare  the 
ingredients  of  such  a  multicomponent 
ingredient  as  they  do  now.  In  addition, 
the  amendment  provides  an  alternative 
format  for  ingredient  labeling,  which 
will  allow  the  components  of  an  ingredi¬ 
ent  that  conforms  to  a  definition  and 
standard  of  identity  to  be  listed  in  their 
order  of  predominance  among  the  other 
ingredients  of  the  finished  food. 

4.  One  comment  stated  that  the  meth¬ 
od  of  listing  ingredients  as  proposed  in 
§  1.10(b)  (2)  is  inconsistent  with  the 
statement  in  §  3.88  (21  CFR  3.88)  and 
that  the  Food  and  Drug  Administration 
does  not  have  the  authority  to  require  a 
complete  listing  of  ingredients  in  stand¬ 
ardized  products. 

The  Commissioner  advises  that  the  al¬ 
ternative  methods  of  ingredient  declara¬ 
tion  provided  for  in  §  1.10(b)  (2)  do  not 
require  a  full  listing  of  ingredients  for  all 
standardized  products.  The  regulation 
provides  two  alternative  methods  of  de¬ 
claring  ingredients  in  nonstandardized 
foods  when  those  ingredients  are  multi- 
c(xnponent  ingredients  that  aJso  conform 
to  a  definition  and  standard  of  identity 
established  pursuant  to  section  401  of  the 
act  or  are  the  subject  of  a  U.S.  Depart¬ 
ment  of  Agriculture  standard  or  a  com¬ 
mon  or  usual  name  regulation.  When  a 
food  subject  to  a  standard  of  identity 
established  pursuant  to  section  401  of  the 
act  is  used  as  an  ingredient,  alternative 
§  1.10(b)  (2)  (ii)  would  provide  for  listing 
of  all  Ingredients.  However,  such  com¬ 
pliance  is  not  mandatory  for  there  is 
another  available  labeling  alternative. 
That  option,  §  1.10(b)  (2)  (i),  requires  no 
more  information  than  would  be  re¬ 
quired  on  the  label  of  the  standardized 
food  sold  s^arateh'^. 

5.  One  comment  asked  why  the  Food 
and  Drug  Administration  is  moving  to¬ 
ward  the  full  label  declaration  of  all  op- 
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tional  ingredients,  but  not  all  ingredients 
in  standardized  foods  as  well  as  nan- 
standardized  foods.  The  comment  stated 
that  the  consumer  would  benefit  more 
by  knowing  about  all  ingredients  in 
standardized  foods,  rather  than  jxist  op¬ 
tional  ingredients,  and  that  the  fact  that 
ingredients  in  a  standardized  food  are 
mandatory  is  not  helpful  because  con¬ 
sumers  do  not  have  ready  access  to 
Information  concerning  mandatory  in¬ 
gredients  in  standardized  foods. 

The  Conunissioner  agrees  that  there  is 
significant  consumer  interest  in  labels  of 
standardized  foods  bearing  complete  in¬ 
formation  on  the  ingredients  contained 
in  the  food.  However,  as  stated  in  §  3.88 
(21  CPR  3.88) ,  the  Pood  and  Drug  Ad¬ 
ministration  does  not  have  legal  au¬ 
thority  to  require  that  the  label  bear 
such  information,  and  the  Oommissioner 
can  require  label  declaration  of  optional 
Ingredients  only. 

6.  One  comment  asked  why  the  in¬ 
gredient  labeling  requirements  being 
established  for  food  ingredients  that  are 
themselves  standardized  foods  under 
section  401  of  the  act  are  different  from 
those  for  food  ingredients  that  have 
common  or  usual  names  established 
under  21  C?FR  Part  102  or  that  are  stand¬ 
ardized  foods  imder  the  Meat  and  Poultry 
Products  Inspection  Acts. 

The  Commissioner  advises  that  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
does  not  grant  authority  to  require  a 
listing  of  the  mandatory  ingredients  in 
a  food  that  conforms  to  a  standard  of 
identity  established  under  section  401  of 
the  act.  Because  there  is  no  similar  re¬ 
striction  against  requiring  listing  of  in¬ 
gredients  for  foods  that  have  established 
common  or  usual  names,  or  foods  that 
conform  to  standards  established  pur¬ 
suant  to  laws  administered  by  the  U.S. 
Department  of  Agriculture,  and  because 
the  Commissioner  has  stated  in  §  3.88 
that  there  is  significant  consumer  inter¬ 
est  that  the  labels  of  standardized  foods 
bear  complete  information  on  the  in¬ 
gredients  contained  in  the  food.  In  the 
absence  of  a  statutory  prohibition  these 
foods  will  be  required  to  bear  a  complete 
ingredient  list  in  the  manner  required 
by  this  regulation. 

7.  One  comment  stated  that  §  1.10(a) 
should  be  changed  to  make  direct  refer¬ 
ence  to  section  403(g)  of  the  act  to  make 
it  clear  that  it  is  the  intent  of  the  Com¬ 
missioner  to  require  the  same  manner  of 
label  declaration  of  ingredients  for  both 
standardized  and  nonstandardlzed  foods. 

The  Commissioner  agrees  that  clari¬ 
fication  is  necessary,  but  he  does  not 
agree  wilh  the  suggested  change.  This 
section  applies  to  those  standardized 
foods  for  which  the  standards  require 
labeling  pursuant  to  applicable  regula¬ 
tions  in  21  CPR  Part  1.  Ihe  final  regu¬ 
lation  has  been  amended  to  provide  that 
this  section  appUes  to  all  nonstandard- 
ized  foods  and  to  foods  subject  to  those 
standards  that  require  labeling  in  com¬ 
pliance  with  applicable  sections  of  21 
CFR  Part  1.  The  requirements  estab¬ 
lished  by  this  notice,  e.g.,  source  label¬ 
ing  of  fats  and  oils,  do  not  aivly  to  foods 
subject  to  standards  of  idoitily  that  do 


not  require  compliance  with  21  CFR 
Part  1.  However,  such  standards  wfll  be 
amended  to  so  provide. 

8.  Two  comments  stated  that  the  option 
of  declaring  ingredients  contained  in  a 
standardized  food  used  as  an  ingredient 
in  another  food  by  listing  aU  ingredients 
contained  in  the  standardized  Ingredi¬ 
ent  in  descending  order  of  predominance 
as  they  appear  in  the  finished  food  would 
be  imposs^le  because  manufacturers  do 
not  know  the  proportions  of  each  in¬ 
gredient  used  in  the  standardized  food. 

The  Commissioner  states  that  this 
method  of  listing  ingredients  is  an  option 
available  to  those  manufacturers  who 
know  the  amounts  of  each  ingredient 
contained  in  a  standardized  food  used  as 
an  ingredient  in  the  manufacture  of  a 
finished  food.  If  a  manufaeturer  does  not 
have  this  information  available,  he  may 
use  the  alternative  method  contained  in 
§  1.10(b)  (2)(i). 

9.  One  comment  stated  that  an  ingredi¬ 
ent  that  is  functional  in  the  manufac¬ 
ture  of  a  standardized  food  but  that 
would  not  be  functional  when  the  stand¬ 
ardized  food  is  used  as  an  ingredient  in 
another  food  should  not  have  to  be  de¬ 
clared  in  the  ingredient  statement  of 
the  finished  food. 

The  Commissioner  advises  that  if  an 
ingredient  that  is  not  functional  in  the 
finished  product  is  an  incidental  additive 
that  is  present  in  the  finished  food  at  an 
insignificant  level,  as  defined  in  §  1.10a 
(a)(3)  (21  CPR  1.10a(a)(3)),  then  the 
ingredient  would  not  have  to  be  declared 
in  the  ingredient  statement  of  the  fin¬ 
ished  food. 

10.  Two  conunents  stated  that  the  pro¬ 
posed  ingredient  listing  would  result  in 
foods  being  labeled  with  in^edient  state¬ 
ments  that  would  be  too  lengthy  to  bene¬ 
fit  consumers.  One  of  these  comments 
stated  that  a  consumer  with  an  allergy 
to  a  certain  food  ingredient  should  write 
to  a  food  manufacturer  to  request  a  list 
of  the  manufacturer’s  food  products  that 
do  not  contain  the  ingredient  and  that 
this  list  would  be  more  helpful  to  the 
consumer  than  a  continuous  reading  of 
lengthy  lists. 

The  Commissioner  states  that  these 
comments  are  best  answered  by  the  com¬ 
ments  from  several  consumers  who 
stated  that  it  was  unreasonable  to  ex¬ 
pect  a  consumer  who  wishes  to  purchase 
and  consiune  a  food  product  to  write 
to  the  manufacturer  and  then  to  wait 
several  weeks  for  a  reply.  These  con¬ 
sumers  expressed  a  strong  preference 
for  complete  ingredient  statements  that 
they  could  examine  at  the  point  of  pur¬ 
chase  to  see  if  the  foods  contain  a  sub¬ 
stance  to  which  they  are  allergic.  An¬ 
other  consumer  stated  that  it  would  be 
easier  for  food  manufacturers  to  list  all 
ingredients  contained  in  their  food  prod¬ 
ucts  than  to  expect  the  thoi^sands  of 
consumers  who  are  allergic  to  certain 
food  ingredients  to  write  to  the  dozens 
of  food  manufacturers  whose  products 
they  may  wish  to  purchase.  One  con¬ 
sumer  who  had  written  a  letter  to  a 
manufacturer  requesting  the  identity  of 
the  “shortoiing*’  contained  in  a  prod¬ 
uct  submitted  a  copy  of  the  reply.  The 


manufacturer’s  reply  stated  that  the 
shortening  ingredient  could  be  either  of 
animal  origin  or  of  vegetable  origin  de¬ 
pending  on  availability  of  supplies,  a 
response  of  obviously  no  value.  There¬ 
fore,  the  Commissioner  concludes  that 
ingredient  statements  will  be  required 
unless  standards  of  identity  exempt  a 
particular  food  from  this  requirement. 

11.  One  comment  stated  that  a  re¬ 
quirement  that  an  ingredient  statement 
bear  names  of  all  components  of  stand¬ 
ardized  ingredients  might  be  deceptive 
since  the  listing  of  added  vitamins  pres¬ 
ent  in  a  component  might  lead  con¬ 
sumers  to  believe  that  the  finished  prod¬ 
uct  contains  a  significant  amount  of  the 
listed  vitamin. 

The  Commissioner  concludes  that  list¬ 
ing  an  ingredient  such  as  a  vitamin  in 
accordance  with  either  of  the  methods 
set  forth  in  §  1.10(b)  (2)  will  have  little 
potential  for  misleading  consumers,  par¬ 
ticularly  since  the  declaration  of  the 
vitamin,  would  be  at  the  end  or  near  the 
end  of  the  ingredient  statement,  or 
within  a  parenthetical  reference.  Fur¬ 
ther,  the  Commissioner  advises  that  in 
such  a  case  the  question  is  not  whether 
an  added  substance  has  nutritional 
value;  when  a  substance  is  added  to  a 
food,  it  must  be  declared.  There  are 
numerous  functional  additives,  which 
happen  to  have  nutriticmal  value,  that 
are  declared  in  ingredient  lists,  such  as 
ascorbic  acid  (vitamin  C),  calcium  salts, 
and  such  color  additives  as  tibofiavin 
and  beta-carotene  (provitamin  A).  Of 
course,  when  an  ingredient  meets  the 
definition  of  incidential  additives  in 
§  l.lOa(a)  (3) ,  it  does  not  have  to  be 
declared. 

12.  Three  comments  stated  that  the 
proposed  ingredient  listing  would  place 
an  undue  burden  on  food  manufacturers 
or  would  be  anticompetitive  because  a 
manufacturer  would  have  to  change  label 
ingredient  statements  if  he  changed  to  a 
supplier  that  used  a  different  set  at  op¬ 
tional  ingredi^ts  in  a  standardized  food. 

The  Commissioner  agrees  that  requir¬ 
ing  declaration  of  all  optional  ingredi¬ 
ents  in  a  standardized  food  that  are  re¬ 
quired  by  the  standard  to  be  declared 
might  in  some  instances  reduce  a  manu¬ 
facturer’s  fiexibility  and  will  sometimes 
result  in  a  necessity  to  print  new  labels 
if  a  manufacturer  changes  suppliers  of 
a  particular  ingredient.  However,  the 
Commissioner  concludes  that  any  result¬ 
ant  increase  in  prices  will  be  negligible 
and  he  believes  that  the  repeatedly  ex¬ 
pressed  desire  of  consumers  for  more 
complete  ingredient  statements  justifies 
the  requirement  of  complete  ingredirat 
listings  as  far  as  is  permitted  by  statu¬ 
tory  authority. 

Label  DECLARATioif  ov  IircEEDiEirTS 

13.  Two  comments  stated  that  the 
Food  and  Drug  Administration  does  not 
have  statutory  authority  to  establish 
names  for  classes  of  food  ingredients 
except  by  promulgating  food  standards. 
Another  comment  stated  that  die  group¬ 
ing  of  ingredients  xmder  ingredient  class 
names  as  proposed  in  S  1.10(b>  (3>,  (4). 
(6),  (7).  (8),  (9),  (10),  (11),  (12),  azid 
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(15)  is  contrary  to  existing  regiolatory 
requirements  of  the  acts  administered  by 
the  Food  and  Drug  Administration  and 
the  U.S.  Department  of  Agriculture. 
This  comment,  however,  did  not  cite 
specific  sections  of  those  laws  or  specific 
requirements  of  those  laws  which  are  or 
would  be  in  conflict  with  the  provisions 
of  the  proposal. 

The  Commissioner  advises  that  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
provides  the  autliority  to  establish  ex¬ 
emptions  from  ingredient  declaration 
\mder  section  403 (i)  (2)  of  the  act.  In 
those  cases  of  overlapping  authority 
with  the  U.S.  Department  of  Agriculture, 
the  ingredient  class  names  contained  in 
this  regulation  will  not  take  precedence 
over  any  speciflc  labeling  requirements 
imposed  by  the  U.S.  Department  of  Agri¬ 
culture. 

14.  Two  comments  objected  to  the  pro¬ 
vision  permitting  both  fluid  milk  and 
dry  milk  to  be  declared  as  “milk.”  These 
comments  stated  that  consumers  place  a 
greater  value  on  fresh  ingredients  and 
that  manufacturers  using  dried  ingredi¬ 
ents  should  not  be  allowed  to  conceal 
this  fact. 

The  Commissioner  is  aware  that  some 
consumers  prefer  foods  made  using 
fresh  milk  or  fluid  skim  milk  as  an  in¬ 
gredient  rather  than  foods  made  using 
other  forms  of  mUk  such  as  dried  milk. 
The  Commissioner  advises  that  manu¬ 
facturers  using  fluid  milk  ingredients 
such  as  milk  or  skim  milk  may  declare 
these  ingredients  as  “fresh  milk”  or 
“fresh  skim  milk”  or  by  using  other  non- 
deceptive  terms.  However,  since  most 
food  products  made  using  concentrated 
milk  or  dry  whole  milk  have  the  same 
nutritional  value  and  the  same  taste  as 
foods  made  using  fluid  milk,  the  Com¬ 
missioner  concludes  that  consumers  will 
not  be  deceived  by  declaration  of  these 
ingredients  by  the  class  name  “milk.” 

15.  One  comment  objected  to  estab¬ 
lishment  of  class  names  for  dry,  con¬ 
centrated,  and  liquid  forms  of  the  same 
food  ingredient.  The  comment  stated 
that  in  the  case  of  a  manufacturer  who 
may  be  using  skim  milk  or  nonfat  dry 
milk,  both  of  which  would  be  allowed  to 
be  lab^ed  as  “skim  milk,”  the  consumer 
would  not  know  whether  he  is  paying  for 
a  large  percentage  of  water  or  for  nutri¬ 
tional  solids. 

The  Commissioner  advises  that  the 
foods  that  were  selected  for  establish¬ 
ment  of  ingredient  class  names  were 
chosen  because  they  are  nutritionally 
and  functionally  equivalent.  For  in¬ 
stance,  an  amoimt  of  water  equivalent 
to  that  present  in  fluid  skim  milk  would 
usually  be  added  to  nonfat  dry  milk 
when  the  two  ingredients  are  used  inter¬ 
changeably  in  a  food.  Therefore,  the 
Commissioner  concludes  that  the  pro¬ 
posed  class  names  are  not  deceptive. 

16.  One  comment  asked  if  the  proposed 
class  names  for  milk  products  in  this 
regulation  could  be  used  to  describe  all 
the  milk  products  listed  in  the  standard 
of  identity  for  bread  (21  CFR  17.1(a) 
(2)). 

The  Commissioner  states  that  only 
those  milk  products  made  by  removal  of 


water  and  which  do  not  contain  ingre¬ 
dients  other  than  those  permitted  in 
milk  may  be  declared  as  “milk,”  and 
that  the  same  considerations  apply  to 
the  other  dairy  ingredient  classes  con¬ 
tained  in  this  regulation.  Evaporated 
milk  may  not  be  declared  in  ingredient 
statements  as  “milk,”  and  evaporated 
skim  milk  may  not  be  declared  as  “skim 
milk”  because  these  milk  products  may 
contain  emulsifiers  and  stabilizers. 
Sweetened  condensed  milk  may  not  be 
declared  in  ingredient  statements  as 
“milk,”  and  sweetened  condensed  partly 
skimmed  milk  or  sweetened  condensed 
skim  milk  may  not  be  declared  as  “skim 
milk”  or  “nonfat  milk”  because  these 
milk  products  contain  sweeteners.  Simi¬ 
larly,  milk  proteins  may  not  be  declared 
as  “milk”  in  ingredient  statements  be- 
cause  milk  protein  does  not  contain  the 
other  constituents  of  milk  such  as  min¬ 
erals,  milk  fat,  and  flavor  components. 
Therefore,  the  Commissioner  concludes 
that  only  the  foods  listed  in  the  various 
ingredient  class  categories  may  be  de¬ 
clared  in  ingredient  statements  by  their 
respective  class  names. 

17.  One  comment  stated  that,  because 
ingredients  must  be  listed  in  descending 
order  of  predominance  by  weight,  a 
manufacturer  who  on  occasion  uses  a 
dry  milk  or  dry  milk  product  in  place 
of  a  fluid  milk  ingredient,  because  of 
factors  such  as  short  supplies  of  the  fluid 
ingredient,  would  be  required  to  use  dif¬ 
ferent  labels  with  different  sequences  of 
ingredient  listings  and  a  listing  of  water 
as  an  ingredient  if  he  switched  from 
use  of  a  fluid  ingredient  to  use  of  a  re¬ 
constituted  ingredient.  It  stated  that  the 
various  milk  and  milk  product  ingre¬ 
dient  classes  should  be  changed  by  add¬ 
ing  the  terms  “reconstituted  milk,” 
“reconstituted  sweet  cream  buttermilk,” 
“reconstituted  cheese  whey,”  and  “recon¬ 
stituted  cream,”  as  appropriate. 

The  Commissioner  concludes  that 
foods  made  using  a  dried  or  a  concen¬ 
trated  milk  product  such  as  dried  whole 
milk  or  concentrated  skim  milk  and  a 
quantity  of  water  sufficient  to  recon¬ 
stitute  the  milk,  partially  or  completely, 
are  nutritionally  and  functionally  equiv¬ 
alent  to  foods  prepared  using  the  cor¬ 
responding  fluid  niilk  product.  Accord¬ 
ingly,  it  will  not  deceive  consumers  if 
foods  made  using  reconstituted  or  par¬ 
tially  reconstituted  milk  or  milk  pro¬ 
ducts  are  allowed  to  be  labeled  using  the 
appropriate  ingredient  class  names.  The 
Commissioner  advises  that  the  position 
of  the  class  name  in  the  ingredient  state¬ 
ment  shall  be  determined  by  the  weight 
of  the  dried  milk  ingredient  or  the  con¬ 
centrated  milk  ingredient  plus  the  weight 
of  the  quantity  of  water  added  to  re¬ 
hydrate  the  ingredient,  up  to  the  equiva¬ 
lent  of  the  fluid  milk  ingredient.  Any 
water  added  in  excess  of  the  amoimt  of 
water  needed  to  rehydrate  the  milk  to 
single  strength  must  be  declared  as 
“water”  in  the  ingredient  statement. 
Therefore,  the  final  regulation  has  been 
amended  to  provide  for  declaration  of 
reconstituted  ingreffients  by  ingredient 
class  names  and  for  determining  the  or¬ 
der  of  predominance  for  these  ingredi¬ 
ents. 


18.  Two  comments  stated  that  the 
ingredient  name  “nonfat  milk”  should 
be  allowed  as  an  alternative  to  the  name 
“skim  milk”  in  §  1.10(b)  (3)  of  the  pro¬ 
posal.  They  stated  that  consumers  in 
many  parts  of  the  country  have  become 
accustomed  to  the  name  “nonfat  milk” 
and  could  be  confused  by  the  substitu¬ 
tion  of  the  name  “skim  milk.”  The  com¬ 
ments  also  pointed  out  that  the  stand¬ 
ard  of  identity  for  skim  milk  (21  CFR 
18.20)  provides  for  the  use  of  the  alter¬ 
nate  name  “nonfat  milk.” 

The  Commissioner  agrees  with  the 
comments  and  has  amended  §  1.10(b)  (3) 
to  include  the  name  “nonfat  milk.” 

19.  One  comment  stated  that  the  term 
“dry  whole  milk”  should  be  substituted 
for  the  term  “dried  milk”  in  proposed 
§  1.10(b)  (4) .  It  stated  that  “dried  milk” 
as  used  in  the  proposal  refers  to  fluid 
whole  milk  which  has  been  dried  and 
that  the  suggested  substitution  would 
clarify  the  intent  and  avoid  any  con¬ 
fusion  between  “dried  milk”  and  “non¬ 
fat  dry  milk.” 

The  Commissioner  agrees  and  has 
amended  §  1.10(b)  (4)  to  substitute  the 
term  “dry  whole  milk”  for  the  term 
“dried  milk.” 

20.  One  comment  recommended  that 
proposed  §  1.10(b)  (7)  be  reworded  to 
refer  to  “whey”  instead  of  “cheese  whey” 
and  to  “dry  whey”  instead  of  “dried 
cheese  whey.”  It  did  not  object  to  in¬ 
gredient  declaration  in  collective  or  ge¬ 
neric  terms  but  suggested  that  use  of  the 
term  “cheese  whey”  may  be  introducing 
a  common  or  usual  name  that  is  incon¬ 
sistent  with  trade  usage  and  U.S.  De¬ 
partment  of  Agriculture  nomenclature.  It 
stated  that  the  name  “whey,”  as  opposed 
to  “cheese  whey,”  has  been  previously  es¬ 
tablished  (35  FR  19629;  December  25, 
1970)  under  the  provisions  of  Title  7, 
Chapter  I,  Part  58,  Subpart  O— “U.S. 
Standards  for  Dry  Whey.” 

The  Commissioner  agrees  with  this 
comment  and  has  revised  §  1.10(b)  (7)  to 
read  as  follows:  “(7)  Whey,  concen¬ 
trated  whey,  reconstituted  whey,  and  dry 
whey  may  be  declared  as  ‘whey.’  ”  The 
Commissioner  points  out,  however,  that 
this  regulation  does  not  establish  com¬ 
mon  or  usual  names  for  speciflc  whey 
products. 

21.  Following  publication  of  the  pro¬ 
posal,  an  inquiry  questioned  whether 
anhydrous  butterfat  could  be  labeled  as 
“butter.” 

The  Commissioner  states  that  an  error 
was  made  in  proposed  §  1.10(b)  (9)  for 
the  class  name  for  butteroil  and  anhy¬ 
drous  butterfat.  The  proposed  class  name 
should  have  read  “butterfat”  rather  than 
“butter.”  The  definition  and  standard  of 
identity  for  butter  was  created  by  an  Act 
of  Congress  on  March  4,  1923  (42  Stat. 
1500;  21  U.S.C.  321a).  Only  a  food  that 
meets  this  deflnition  and  standard  of 
identity  may  be  labeled  as  “butter”  or 
declared  in  ingredient  statements  as 
“butter.”  Therefore,  §  1.10(b)  (9)  has 
been  corrected  to  read  “(9)  Butteroil  and 
anhydrous  butterfat  may  be  declared  as 
‘butterfat.’  ” 

22.  ’Two  comments  questioned  the  rea¬ 
son  for  including  provision  for  animal 
feed  ingredient  labeling  In  the  proposal. 
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The  Commissioner  advises  that  the 
provision  for  ingredient  labeling  of  ani¬ 
mal  feed  was  already  included  in  S  1.10 
(21  CPR  1.10)  and  appears  in  §  1.10(b) 
(13)  of  the  proposed  text  due  to  reorgani¬ 
zation  of  the  section.  In  general,  the  Fed- 
^al  Food,  Drug,  and  Cosmetic  Act  and 
the  regulations  promulgated  under  the 
act  do  not  make  a  distinction  between 
animal  feeds  and  human  foods,  and  the 
label  regulations  for  animal  feed  ingredi¬ 
ents  appear  in  the  same  sections  as  reg¬ 
ulations  for  human  foods. -Minor  revi¬ 
sions  have  been  made  in  the  regulation 
to  make  the  wording  consistent  with  sec¬ 
tion  201  (x)  of  the  act. 

23.  One  comment  opposed  allowing  use 
of  the  ingredient  clsiss  name  “vinegar” 
for  the  reason  that  some  consumers 
might  have  allergies  to  apples  or  grapes 
and  thus  would  need  to  avoid  products 
made  using  apple  or  grape  vinegar. 

The  Commissioner  lacks  adequate  data 
to  confirm  or  deny  the  contention  that 
some  vinegars  may  have  allergenic  prop¬ 
erties.  Because  there  is  not  sufficient  in¬ 
formation  to  determine  that  there  is  no 
difference  among  vinegars  in  allergenic 
properties  or  in  their  effects  on  finished 
foods,  and  in  accord  with  the  consumer’s 
right  to  ingredient  information,  the 
Commissioner  concludes  that  the  pro¬ 
posed  ingredient  class  name  for  vinegars 
should  not  be  promulgated  and  has 
deleted  it  from  the  final  regulation.  The 
Commissioner  advises  that  the  defini¬ 
tions  of  the  various  vinegars  which  the 
Food  and  Drug  Administration  has  used 
for  many  years  are  contained  in  Com¬ 
pliance  Policy  Guide  No.  7109.04.  A  copy 
of  this  guide  is  on  public  display  in  the 
office  of  the  Hearing  Clerk. 

24.  One  comment  requested  clarifica¬ 
tion  of  proposed  §  1.10(b)  (18)  (redesig¬ 
nated  as  §  1.10(b)  (15))  regarding  in¬ 
gredient  labeling  of  wheat  flours. 

The  Commissioner  advises  that  wheat 
flours  are  required  by  Part  15  (21  C?FR 
Part  15)  only  to  declare  optional  ingredi¬ 
ents.  However,  if  a  rpanufacturer  chooses 
to  list  all  ingredients  contained  in  wheat 
flour,  either  cm  a  package  of  wheat  flour 
or  in  the  ingredient  statement  of  a  food 
containing  a  standardized  wheat  flour 
as  an  ingrredient,  §  1.10(b)  (15)  is  of  rele¬ 
vance.  In  considering  the  labeling  of 
wheat  flours,  the  question  has  been  raised 
whether  the  principal  ingredient  of 
wheat  flour  ^ould  be  declared  as 
“wheat,”  “partially  milled  wheat,”  per¬ 
haps  as  “ground,  defatted,  bolted  wheat,” 
or  by  scane  other  designation.  It  was  con¬ 
cluded  that  through  long-standing  com¬ 
mon  usage,  the  common  or  usual  name 
for  the  principal  ingredient  in  flour  is 
the  word  “flour.”  Therefore,  under 
§  1.10(b)  (15)  of  the  final  regulaticm, 
when  the  principal  flour  ingredient  is  de¬ 
clared  in  a  complete  ingredient  listing, 
the  principal  flour  Ingredient  shall  be 
declared  by  one  of  the  names  cff  the  ap¬ 
propriate  standardized  wheat  flours 
specified  in  S§  15.1,  15.40,  15.80,  and 
15.100.  Specifically,  if  one  or  more  of  the 
wheat  flours  listed  in  §§  15.1, 15.10, 15.20, 
15.30,  13.50,  15.60,  15.70,  or  15.75  is  used 
as  an  ingredient  in  a  food  and  all  the 
ingredients  of  the  wheat  flour  (s)  are  de¬ 
clared,  the  Ingredient  statanent  on  the 


food  shall  state  the  wheat  ingrediait  by 
use  (rf  one  of  the  following  terms: 
“flour,”  “white  flour,”  “wheat  flour,”  or 
“plain  flour,”  If  the  wheat  flour  listed  in 
§  15.40  is  used  as  an  ingredient  in  a  food 
and  all  the  ingredients  of  the  flour  are 
listed,  the  ingredient  statement  shall  list 
the  wheat  ingredient  as  “durum  flour.” 

If  one  or  more  of  the  wheat  flours  listed 
in  §§  15.80  or  15.90  is  used  as  an  ingredi- 
ent(s)  in  a  food  and  all  the  ingredients 
of  the  flour(s)  are  listed,  the  Ingredient 
statement  on  the  food  shall  list  the  wheat 
ingredient  by  use  of  one  of  the  following 
terms:  “whole  wheat  flour,”  “graham 
flour,”  or  “entire  wheat  flour.”  If  the 
wheat  flour  listed  in  §  15.100  is  used  as  an 
ingredient  in  a  food  and  all  ingredients 
of  the  flour  are  listed,  the  ingredient 
statement  on  the  food  shall  list  the  wheat 
ingredient  as  “whole  durum  wheat 
flour.” 

The  Commissioner  is  amending  §  1.10 
(b)  (15)  of  the  final  regulaticxi  to  delete 
the  term  “cereal  flour”  and  to  change  the 
first  phrase  of  the  first  sentence  to  read: 
“When  all  the  ingredients  of  a  wheat 
flour  are  declared  in  an  ingredient  state¬ 
ment,  the  principal  ingredient  of  the 
flour  shall  be  declared  •  •  *.”  This 
change  is  mside  to  clarify  that  the  class 
names  set  forth  in  §  1.10(b)  (15)  pertain 
only  to  the  wheat  flours  contained  in 
Subpart  A  of  Part  15  (21  CTFR  Part  15, 
Subpart  A) . 

Fats  and  Ons 

25.  One  comment  stated  that  since  fats 
and  oils  have  been  declared  in  ingredient 
statements  as  “shortening,”  “vegetable 
oil.”  or  “animal  fat  shortening”  since 
1940,  these  terms  have  become  common 
or  usual  names  for  these  substances  and 
therefore  satisfy  the  requirements  of 
section  403 (i)  (2)  of  the  act.  Two  other 
commoits  stated  that  the  generic  desig¬ 
nations  for  oil  ingredients  have  been  used 
for  decades  and  may  have  become  com¬ 
mon  or  usual  names  for  these  sub¬ 
stances. 

The  Commissioner  agrees  that  §  102.1 
(d)  (21  CFR  102.1(d))  does  provide  for 
the  establishm^t  of  common  or  usual 
names  through  common  usage.  The 
terms  “shortening,”  “vegetable  oil,”  or 
“animal  fat  shortwiing”  have  been  per¬ 
mitted  as  terms  for  ingredient  declara¬ 
tion,  but  the  Commissioner  has  no  infor¬ 
mation  that  these  names  sure  accepted  by 
consumers  generally  as  common  or  usual 
names  for  these  classes  of  products. 

Moreover,  it  is  clear  that  terms  such 
as  “shortening”  and  “vegetable  oil”  are 
not  the  names  used  by  manufacturers. 
Manufacturers  buy  and  use  fats  and  oils 
by  names  that  refer  to  their  sources  and 
not  by  such  collective  names.  It  is  highly 
doubtful  that  any  name  can  be  consid¬ 
ered  as  having  become  common  or  usual 
through  usage  when  that  name  is  not 
established  in  the  trade  as  the  name  of 
the  ingredient. 

26.  One  comment  stated  that  most  of 
the  consumer  letters  that  the  Food  and 
Drug  Administration  regards  as  show¬ 
ing  a  unanimity  of  opinion  in  favor  of 
source  labeling  for  fat  ingredients  were 
based  on  an  erroneous  premise  and  dem¬ 


onstrate  that  source  labeling  for  fats 
would  be  misimderstood  by  ccmsumers. 
The  comment  stated  that  most  of  the 
consumer  comments  filed  with  the  Hear¬ 
ing  Clerk  as  comments  to  the  fat  source 
labeling  proposal  of  Jime  15, 1971  (36  FR 
11521)  were  written  as  a  result  of  con¬ 
sumers  reading  a  newspaper  article  crit¬ 
icizing  the  practice  of  referring  to  co¬ 
conut  oil  as  “vegetable  oil”  in  ingredient 
statements  and  which  stated  a  colum¬ 
nist’s  opinion  that  coconut  oil  should  be 
avoided  to  prevent  heart  and  artery  dis¬ 
ease.  The  comment  stated  that  avoid¬ 
ance  of  any  single  food  or  group  of  foods 
containing  coconut  oil  would  not  result 
in  reduction  of  blood  cholesterol.  The 
comment  stated  that  the  Food  and  Drug 
Administration,  in  its  fat  labeling  regula¬ 
tions,  recognizes  that  dietary  regulation 
of  the  intake  of  saturated  and  polyun¬ 
saturated  fats  can  be  undertaken  only 
under  medical  supervision. 

The  Commissioner  concludes  that  fat 
and  oil  source  labeling  will  be  helpful  to 
all  persons  who  wish  to  avoid  particular 
fats  or  oils  in  their  foods.  While  it  may 
not  be  valid  for  consumers  to  assume  that 
avoiding  a  single  fat  or  oil  will  prevent 
heart  and  artery  disease,  the  Commis¬ 
sioner  does  not  view  the  desire  of  con¬ 
sumers  who  wish  to  avoid  a  particular 
fat  or  oil  as  misguided  or  improper.  On 
the  contrary,  consumers  have  the  right 
to  ingredient  labeling  that  will  allow 
them  to  avoid  foods  containing  ingredi¬ 
ents  that  they  do  not  wish  to  consume. 

27.  Two  comments  stated  there  is  no 
evidence  of  record  to  show  that  the  prac¬ 
tice  of  declaring  all  vegetable,  animal, 
and  marine  fats  and  oils  as  “shortening” 
and  other  current  ingredient  listing 
practices  have  caused  consumers  to  be 
misled.  The  comment  stated  that  these 
labeling  practices  have  been  fc^owed  by 
the  food  industry  for  over  35  years  and 
that  there  has  been  no  change  in  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
that  would  require  that  they  be  changed. 

’The  Commissioner  does  not  contend 
that  such  labeling  practices  are  neces¬ 
sarily  misleading  to  consumers,  but  that 
they  are  not  fully  informative.  Current 
fat  and  oil  labeling  practices  result  from 
interpretive  exemptions  provided  in  trade 
correspondences  TC-62,  'rC-94,  and  TC- 
209  (a  copy  of  each  is  on  file  with  the 
Hearing  Clerk).  When  the  exemptions 
were  issued  it  was  contemplated  that 
they  might  at  some  future  time  no  longer 
be  satisfactory,  and  a  statement  to  this 
effect  appears  in  each  of  the  three  items 
of  trade  correspondence.  The  Commis¬ 
sioner  views  the  many  comments  that 
stro^ly  favor  the  proposal  as  indicating 
public  dissatisfaction  with  industry  label¬ 
ing  practices  concerning  fats  and  oils 
used  as  ingredients  in  foods.  Some  250 
comments  supporting  the  proposal  were 
received  from  consumers,  physicians, 
state  agencies,  the  academic  community, 
a  consumer’s  organization,  and  other  or- 
ganizaticms.  Of  these,  103  were  from  con¬ 
sumers  and  physicians  who  had  experi¬ 
enced  allergic  reactions  to  various  vege¬ 
table  oils,  or  whose  children  had  experi¬ 
enced  such  reactions.  An  additional  54 
comments  were  from  consumers  and 
physicians  stating  that  fat  and  oil  source 
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labeling  is  necessary  to  enable  consumers 
to  avoid  foods  made  fnnn  fats  or 
containing  high  proportk>ns  of  satiu^ted 
fatty  acids  or  lacking  significant  propor¬ 
tions  of  polyunsaturated  fatty  acids  for 
what  they  saw  as  health  reasons.  There¬ 
fore,  the  Ccmunissioner  concludes  that 
there  is  adequate  Justification  for  the 
regulation  as  proposed. 

28.  One  comment  stated  that  the  pro¬ 
posed  ingredient  labeling  regulaticms  for 
fats  and  oils  may  exceed  statutory  auc 
thority. 

The  Commissioner  concludes  that  the 
requirement  that  fat(s)  and/or  oil(s) 
used  as  ingredients  in  foods  must  be  de¬ 
clared  in  ingredient  statements  by  the 
specific  ccxnmon  or  usual  name  of  the 
fat(s)  or  oil(s)  does  not  exceed  statu¬ 
tory  authority;  Section  403(i)(2)  of  the 
act  requires  that  the  label  on  a  food  must 
bear  the  common  or  usual  name  of  each 
ingredient  contained  in  the  food  if  the 
food  is  fabricated  fnnn  two  or  more  in¬ 
gredients. 

29.  One  comment  stated  that  it  would 
be  essential  to  coordinate  any  change  in 
fat  ingredient  labeling  requirements  with 
the  U.S.  Department  of  Agriculture  to 
avoid  consumer  confusion,  deception,  and 
unfair  ccHnpetition.  The  comment  stated 
that  this  regulation  would  require  re¬ 
clearance  of  all  labels  \mder  the  n.S. 
Department  of  Agricultiire  jurisdiction 
and  would  result  in  considerable  expense 
to  the  consiimer.  The  Cmnmlssioner  ad¬ 
vises  that  the  changes  in  labeling  result¬ 
ing  from  this  regulation  have  been  co¬ 
ordinated  with  the  U.S.  Department  of 
Agriculture.  It  was  concluded  that  ap¬ 
propriate  revisions  can  be  made  in  any 
regulations  that  contain  conflicting  re¬ 
quirements. 

30.  Several  physicians  specializing  in 
the  treatment  of  allergies  supported  the 
requirement  for  source  labeling  of  fats 
and  oils  and  commented  that  specific  fats 
and  oils  have  caused  allergic  responses 
in  their  patients.  Many  consiuners  wrote 
stating  that  either  they  or  their  children 
are  allergic  to  one  or  more  specific  fats 
or  oils.  By  contrast,  several  comments 
stated  that  oUs  are  carefully  refined  to 
remove  proteinaceous  materials  and  that 
it  is  generally  recognized  that  protein¬ 
aceous  materials  are  the  cause  of  aller¬ 
gic  responses.  They  pointed  out  that  in 
1969,  in  the  finding  of  fact  concerning 
peanut  butter,  the  Cwnmlssioner  con¬ 
cluded  that  the  medical  literature  does 
not  show  that  fats  and  oils  are  generally 
considered  by  allergists  as  foods  likely  to 
cause  allergic  response.  These  comments 
argued  that  allergenic  properties  of  fats 
and  oils  are  not  adequate  justification  for 
requiring  source  labeling  for  fats  and  oils. 

The  Commissioner  concludes  that  con¬ 
firmation  of  actual  allergenic  properties 
in  fats  and  oils  is  not  necessary  to  justify 
the  labeling  requirements  of  this  regula¬ 
tion.  Allergic  sensitivity  to  fats  and  oils 
is  only  one  of  the  reasons  consumers  ad¬ 
vanced  for  requesting  specific  fat  and  oil 
source  labeling.  Other  frequently  men¬ 
tioned  reasons  were  to  enable  consumers 
to  choose  foods  containing  fats  or  oils 
known  to  be  high  in  polyunsaturated 
fatty  acids  or  low  in  satiu^ted  fatty 
acids,  religious  reasons,  and  reasons  of 


individual  preference,  in  addition  to  their 
basic  right  to  know  the  identity  oi  siKh 
ingredients. 

31.  In  exposing  the  proposed  source 
labeling  of  fats  and  oils,  one  comment 
stated  that  the  government  should  not 
support  or  take  an  ofBcial  position  on  the 
controversial  questions  of  whether  there 
is  a  “need”  to  identify  coconut  oil  as  the 
fat  constituent  of  a  food  product  and 
whether  the  need  of  some  people  to  know 
oil  sources  for  allergenic  reasons  is  valid. 

The  Commissioner  is  aware  that  the 
scientific  commvuiity  is  not  in  agreement 
on  these  questions.  However,  this  r^u- 
lation  is  not  dependent  on  their  resolu¬ 
tion.  There  is  adequate  justification  for 
source  labeling  of  fats  and  oils  in  the 
consumers’  right  to  know  the  ingredients 
in  their  foods  and  in  their  expressed 
desires  for  such  information. 

32.  One  comment  stated  that  if  all 
foods  were  required  to  bear  a  warning 
statement  containing  a  list  of  all  foods 
present  in  the  food  to  which  a  person 
might  be  allergic,  e.g.,  “Caution — ^This 
product  would  be  hazardous  to  people 
allergic  to  the  following:  Com,  peanuts, 
eggs,  wheat,”  then  there  would  be  no 
need  to  require  that  ingredient  state¬ 
ments  bear  the  specific  name  of  shorten¬ 
ing  ingredients. 

Inasmuch  as  it  is  possible  that  one  or 
more  persons  might  be  allergic  to  any 
ingredient  used  in  foods,  the  Commis¬ 
sioner  concludes  that  a  requirement  to 
list  all  potential  allergens  would  be  dupli¬ 
cative  of  the  ingredient  statement.  The 
Cenunissiemer  instead  urges  persons  who 
are  allergic  to  certain  foods  to  read  in¬ 
gredient  statements  carefully. 

33.  One  comment  stated  that  fat  label¬ 
ing  in  accordance  with  guidelines  now  in 
effect  enables  physicians  to  assist  pa¬ 
tients  in  the  selection  of  dietary  fats  for 
health  reasons  and  that  source  labeling 
for  oils  would  add  no  meaningful  infor- 
maticHi  and  might  actually  detract  from 
overall  consumer  imderstanding  because 
most  of  the  total  fats  and  oils  consumed 
in  the  United  States  are  naturally  oc- 
ciUTing  constituents  of  the  foods  in  which 
they  are  consumed,  such  as  naturally 
occurring  fat  in  meats,  dairy  products 
and  eggs.  Another  comment  stated  that 
it  is  not  necessary  to  identify  by  name  a 
highly  saturated  fat  used  as  an  ingredi¬ 
ent  in  a  fabricated  food  because  the  fat 
in  such  foods  comprises  such  a  small  por¬ 
tion  of  the  total  dietary  fat  intake. 

The  Commissioner  states  that  while 
source  labeling  for  fats  and  oils  used  in 
foods  will  not  provide  information  on 
fats  which  occur  in  nonformulated  foods, 
it  will  provide  more  information  regard¬ 
ing  fats  and  oils  in  formulated  foods  than 
is  currently  available.  In  additiem,  since 
the  effect  of  fats  and  oils  in  the  diet  is 
the  result  of  the  total  daily  consumption, 
it  is  appropriate  that  the  ingredients  In 
foods  be  acciurately  declared  so  that  per¬ 
sons  who  wish  to  avoid  specific  fats  or  oils 
may  do  so.  Accordingly,  the  Commis¬ 
sioner  concludes  that,  contrary  to  the 
opinion  expressed  in  these  cmnments, 
such  labeling  will  make  it  easier  for  con¬ 
sumers  to  follow  the  advice  of  their 
ph3rsicians  in  controlling  dietary  intake 
of  fatty  acids. 


34.  One  comment  stated  that  one  result 
of  the  fats  and  oils  labeling  regulations 
would  be  increased  demand  for  vegetable 

with  reputations  for  high  content  of 
poUrunsatmated  fatty  adds.  The  com¬ 
ment  stated  that  the  regulation,  by  in¬ 
creasing  demand  for  these  vegetable  oils, 
would  drive  the  price  of  these  oils  up  at 
the  expense  of  other  ingredients  such  as 
tallow,  which  would  be  in  less  demand. 

The  Commissioner  advises  that  a  trend 
toward  increased  use  of  those  fats  and 
oils  known  to  contain  higher  proportions 
of  polyunsaturated  fatty  acids  has  been 
readily  visible  since  1950.  Any  accelera¬ 
tion  in  this  trend  brought  about  by  the 
source  labeling  requirement  for  fats  and 
oils  may  be  reflect^  in  higher  prices  for 
some  fats  and  oils.  However,  this  increase 
in  price  will  be  buffered  by  two  factors. 
First,  as  the  divergence  increases  be¬ 
tween  the  price  of  fats  and  oils  contain¬ 
ing  higher  proportions  of  polyunsatu¬ 
rated  fatty  aci^  and  those  containing 
lower  proportions,  manufacturers  will 
shift  toward  the  latter  for  use  as  food 
ingredients.  Second,  any  stfift  in  con¬ 
sumer  preferences  will  be  a  long-term 
phenomenon,  thereby  allowing  the  mar¬ 
ket  to  adjust  through  increased  produc¬ 
tion  of  those  fats  and  oils  with  higher 
proportions  of  polsnuisaturated  fatty 
acids.  An  Inflation  impact  assessment  on 
file  with  the  Hearing  Clerk,  Pood  and 
Drug  Administration,  elaborates  on  this 
discussion. 

35.  One  comment  stated  that  a  source 
labeling  requirement  for  fats  and  oUs 
would  result  In  causing  manufaettuers 
who  presently  use  tallow  and  declare  the 
Ingredient  as  “shortening”  to  change  to 
the  use  of  a  fat  or  oU  with  a  more  favor¬ 
able  consumer  Image.  The  comment  con¬ 
tended  that  consumers  would  not  benefit 
from  the  change  in  shortening  ingredient 
since  manufacturers  would  have  to  hy¬ 
drogenate  a  vegetable  off  heavily  to  ob¬ 
tain  the  necessary  plasticity  in  the 
ingredient,  with  the  resiilt  that  the  de¬ 
gree  of  saturation  of  the  fatty  acids  in 
the  hydrogenated  vegetable  oU  would  be 
approximately  the  same  as  in  taUow. 

The  Commissioner  advises  that  this 
regulation  is  intended  not  to  influence 
use  patterns  of  such  ingredients  but  to 
provide  accurate,  fully  informative  label¬ 
ing  so  that  the  consumer  can  make  in¬ 
formed  choices.  If  manufacturers  wish 
to  Influence  consumer  attitudes  toward 
a  particular  fat  or  oil,  they  may  under¬ 
take  an  educational  effort  consistent 
with  the  requirements  of  5  1.18  (21  CFR 
1.18). 

36.  Seven  comments  stated  that  the 
regulation  should  allow  manufacturers 
who  may  need  to  change  from  use  of  one 
fat  or  oil  to  another  to  list  in  the  ingredi¬ 
ent  statemtent  or  a  warning  statement 
each  of  the  fats  or  oils  that  might  be 
used.  The  r/wimpnia  stated  that  by  being 
able  to  list  aU  possible  fats  or  oils  that 
might  be  used  in  a  product,  manufactur¬ 
ers  would  be  saved  the  expmue  of  chang¬ 
ing  labels  when  they  change  fat  or  oil 
sources,  and  coosnmen  who  wld&  to 
avoid  a  particidar  fat  or  oB  woidd  be  able 
to  avoid  foods  labeled  as  possfbiy  con¬ 
taining  the  fat  or  off. 
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The  Commissioner  agrees  with  the 
comments  and  has  revised  the  proposed 
regulation  to  permit  fats  and  oils  not 
actually  present  in  a  product  to  be  listed 
in  the  ingredient  statement  as  alterna¬ 
tive  ingredients.  The  Commissioner  con¬ 
cludes  that  this  revision  will  permit  man¬ 
ufacturers  to  take  advantage  of  changes 
in  the  prices  of  fats  and  oils  without 
changing  labels.  Listing  alternative  in¬ 
gredients  is  permitted  only  when  the  fats 
and  oils  are  minor  ingredients.  The  Com¬ 
missioner  concludes  that,  imder  such 
circiunstances,  consiuners  are  suflBciently 
informed  by  a  statement  of  the  fats  and 
oils  that  may  be  present.  Ingredients 
listed  but  not  necessarily  present  are  re- 
qiiired  to  be  so  identified  through  use  of 
terms  such  as  “or,”  “and/or”  or  “con¬ 
tains  one  or  more  of  the  following;  *  •  *.” 
Where  the  fats  or  oils  are  a  predominant 
ingredient  in  the  product,  listing  in¬ 
gredients  not  actually  present  is  not  per¬ 
mitted.  The  Commissioner  concludes  that 
the  potential  for  consumer  deception  in 
such  a  case  is  too  great,  as  discussed 
more  fully  in  paragraph  46  below. 

37.  A  number  of  comments  stated  that 
requiring  source  labeling  for  fat  and  oil 
ingredients  in  foods  would  increase  man¬ 
ufacturing  costs  and  that  cost  increases 
would  be  passed  on  to  consumers.  Com¬ 
ments  cited  the  following  factors  in  sup¬ 
port  of  their  argiunents  that  specific 
labeling  of  fat  and  oil  sources  would  in¬ 
crease  costs:  (1)  The  long  lead  time 
necessary  to  order  printed  packaging  ma¬ 
terials,  which  would  necessitate  main¬ 
taining  large  stocks  of  labels  with  dif¬ 
ferent  ingredient  statements  for  each  fat 
or  oil  or  for  each  combination  of  fats 
and/or  oils  that  a  manufacturer  might 
have  to  use;  (2)  the  expense  of  prepar¬ 
ing  additional  printing  plates  and  of 
printing  smaller  orders  of  each  label;  (3) 
the  extra  cost  of  maintaining  stocl^  of 
additional  labeled  packaging  materials 
or  labels  with  different  ingredient  state¬ 
ments:  (4)  the  loss  of  some  labeled  pack¬ 
aging  material,  which  deteriorates  and 
becomes  imusable  in  a  comparatively 
short  time;  (5)  the  cost  of  greater  num¬ 
bers  of  labels  becoming  obsolete;  (6) 
added  managerial  expense  necessary  to 
ensure  that  the  proper  ingredient  state¬ 
ment  is  used  with  each  change  in  fats 
and  oils;  (7)  the  additional  costs  of  stor¬ 
ing  reserve  supplies  of  oil  to  permit  ad¬ 
dition  of  token  amounts  of  fats  or  oils 
which  have  become  too  expensive  to  use 
due  to  price  fiuctuations  in  the  fats  and 
oils  market,  but  which  must  be  used  to 
satisfy  label  ingredient  statements  until 
new  labels  can  be  obtained;  (8)  the  pos¬ 
sibility  that  manufacturers  who  cur¬ 
rently  use  beef  fat  will  cease  using  this 
ingredient  and  instead  use  vegetable  oils 
with  more  favorable  consumer  images, 
which  will  cause  an  increase  in  demand 
and  thus  a  price  increase  for  these  vege¬ 
table  oils;  and  (9)  the  possibility  of  a 
change  from  palm  oil  as  an  ingredient 
to  the  use  of  soybean  oil  in  all  foods, 
which,  it  was  said,  would  increase  in¬ 
gredient  cost  by  $50  million  (assuming 
an  annual  usage  of  700  million  pounds 
of  palm  oil  and  a  price  differential  of  7 
cents  per  poimd  between  the  two  oils) , 


The  costs  identified  in  factors  1 
through  6  in  the  above  paragraph  as- 
siune  that  label  changes  will  repeatedly 
be  required  as  changes  in  product  for¬ 
mulations  are  made.  However,  if  a  blend 
of  fats  and/'or  oils  is  not  the  predomi¬ 
nant  ingredient  in  a  product,  under  the 
regulation  the  Individual  fats  and  oils 
need  not  be  listed  in  order  of  predomi¬ 
nance  where  the  manufacturer  is  unable 
to  adhere  to  a  constant  pattern  of  use. 
The  Commissioner  concludes  that  most 
of  all  manufacturers  of  these  products 
who  must  change  the  pattern  of  fats  or 
oils  used  will  vary  the  proportions  in  a 
blend  of  the  same  ingredients  or  will  list 
alternative  ingredients  under  the  provi¬ 
sions  of  the  revised  regulations.  Conse¬ 
quently,  few  label  changes  will  be  neces¬ 
sary. 

The  Commissioner  also  concludes  that 
repeated  label  changes  are  not  likely  for 
products  of  which  fats  and/or  oils  are 
the  predominant  ingredient.  During  re¬ 
cent  years  the  proportions  of  various  fats 
and  oils  used  industry-wide  in  salad  and 
cooking  oils,  shortening,  and  margarine 
have  been  comparatively  stable.  Thus, 
while  fiuctuations  in  JJie  price  or  availa¬ 
bility  of  particular  fats  and  oils  may 
change  the  composition  of  products,  ex¬ 
perience  suggests  that  in  many  cases  the 
change  will  not  be  so  significant  as  to 
alter  the  stated  order  of  predominance. 

The  cost  identified  in  factor  7  above, 
i.e.,  storage  of  fats  and  oils  used  in  small 
amounts  in  a  blend  to  avoid  changing  the 
label,  would  not  necessarily  be  Incurred 
under  the  revised  regulation,  which  per¬ 
mits  designation  of  alternative  ingredi¬ 
ents.  Thus,  storage  expenses  should  not 
be  significantly  increased,  if  at  all. 

As  stated  in  paragraph  34  above,  a 
shift  from  use  of  animal  fats  to  vegetable 
oils  has  been  underway  for  over  2  dec¬ 
ades.  Hence,  the  costs  identified  in  factor 
8  above  would  not  be  a  new  phenconenon. 
Moreover,  any  increase  in  the  demand  for 
vegetable  oils  will  bring  about  increased 
production,  which  will  buffer  adverse  re¬ 
actions  for  industry  and  consumers. 

As  for  the  costs  identified  in  factor  9 
above,  the  Commissioner  has  determined 
that,  even  under  the  most  unfavorable 
conditions,  the  cost  impact  of  a  complete 
shift  from  palm  oil  to  soybean  oil  would 
result  in  an  ingredient  cost  increase  of 
less  than  $32  million.  This  $32  million 
figure  is  highly  unlikely  because  any  shift 
of  this  magnitude  would  occur  over  the 
long  term,  i.e.,  a  period  of  more  than  3 
years;  this  would  allow  time  for  adjust¬ 
ments  in  soybean  oil  production,  which 
would  in  turn  put  downward  pressxire  on 
soybean  oil  prices. 

The  inflation  impact  assessment  on  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration,  provides  detailed  analy¬ 
sis  of  these  issues. 

38.  One  comment  stated  that  requir¬ 
ing  oil  source  labeling  would  eliminate 
a  firm’s  ability  to  test  market  prochicts 
fried  in  various  oils  without  having  to 
obtain  packaging  material  bearing  dif¬ 
ferent  ingriedient  statements  because  the 
firm  would  no  longer  be  able  to  declare 
the  various  fat  and  oil  ingredients  as 
“shortening.”  The  comment  advocated 


retention  of  existing  labeling  regula¬ 
tions  for  fata  and  oils. 

The  Commissioner  is  aware  that  re¬ 
quiring  that  the  common  or  usual  name 
of  fats  or  oils  be  declared  on  food  pack¬ 
age  labels  will  in  some  cases  limit  the 
fiexibihty  to  which  food  manufacturers 
have  grown  accustomed.  The  Commis¬ 
sioner  does  not,  however,  believe  this  is 
sufficient  reason  to  change  this  provi¬ 
sion  and  agrees  that  it  will  be  neces¬ 
sary  to  label  correctly  all  foods  being 
test  marketed. 

39.  One  comment  stated  that  source 
labeling  for  fat  and  oil  ingredients  in 
not  necessary;  since  consumers  know 
that  when  the  term  “shortening”  is  used 
in  ingredient  statements,  the  food  may 
contain  animal  fats,  and  those  who  wish 
to  avoid  animal  fats  look  for  a  product 
where  the  term  “vegetable  shortening” 
is  declared. 

The  Commissioner  concludes  that 
many  consumers  wish  to  know  more 
about  the  fats  and  oils  used  as  ingre¬ 
dients  in  foods  than  simply  whether  or 
not  the  product  contains  animal  fat. 

40.  One  comment  stated  that  a  decla¬ 
ration  of  the  type  of  vegetable  oil  used 
as  an  ingredient  in  a  food  would  falsely 
lead  consumers  to  assume  that  there 
are  nutritional  differences  between  vari¬ 
ous  household  shortenings  made  from 
all-vegetable  sources. 

The  Commissioner  notes  that  no  in¬ 
formation  was  submitted  to  substan¬ 
tiate  the  conclusion  in  this  comment, 
and  he  points  out  that  If  the  conclu¬ 
sion  were  true  the  same  result  might  be 
expected  from  declaration  of  other  in¬ 
gredients  such  as  the  type  of  carbo¬ 
hydrate  sweeteners  in  sweetened  foods. 
The  Commissioner  concludes  that  this 
possibility  is  insufficient  to  overcome  the 
consumers’  expressed  desires  to  know 
the  kinds  of  oils  used  in  foods. 

41.  One  comment  stated  that  with  the 
advent  of  nutrition  labeling  there  is  lit¬ 
tle  additional  advantage  to  the  consumer 
in  listing  the  names  of  specific  fats  or 
oils  used  as  ingredients  and  that  in 
many  foods  the  specific  type  of  oil  added 
is  of  little  consequence  to  the  final  food. 

The  Commissioner  states  that  nutri¬ 
tion  labeling  and  ingredient  labeling 
have  different  purposes  and  that  the 
one  does  not  serve  the  purpose  of  the 
other.  Nutrition  labeling  alone  would 
not  inform  the  consumer  of  the  Identity 
of  fat  or  oil  ingredients  contained  in  a 
food.  Therefore,  the  Commissioner  con¬ 
cludes  that  fat  and  oil  source  labeling  is 
advantageous  to  the  consumer. 

42.  Several  comments  stated  that  cer¬ 
tain  types  of  products  containing  fat 
and/or  oil  should  not  be  required  to  list 
all  fats  or  oils  by  soiurce.  One  comment 
said  that  only  those  foods  that  are  repre¬ 
sented  for  special  dietary  or  nutritional 
vise  need  such  labeling.  A  second  com¬ 
ment  said  that  source  labeling  should 
not  be  required  if  the  manufacturer  of 
a  blended  fat  or  oil  product  produces  a 
shortening  with  a  constant  degree  of 
saturation  through  use  of  different  ratios 
of  fats  and  oils.  Another  comment  stated 
that  only  foods  containing  fats  or  oils 
that  contain  low  proportions  of  polyun- 
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saturated  fatty  acids  should  be  required 
to  bear  the  source  labeling.  Still  other 
comments  contended  that  foods  con¬ 
taining  small  amounts  of  fat  or  oil  do 
not  need  source  labeling  because  small 
amounts  of  fat  or  oil  are  nutritionally 
insignificant 

The  Commissioner  states  that  it  is  ap¬ 
propriate  that  a  food  consisting  of  or 
containing  fats  or  oils  be  labeled  with 
an  ingredient  statement  declaring  the 
sources  of  the  fats  and  oils  ccmtained  in 
the  product  so  that  if  they  wish,  con¬ 
sumers  may  limit  consumption  of  or 
avoid  foods  containing  particular  fats  or 
oils.  The  Commissioner  concludes  that 
consumers  have  a  right  to  know  the  iden¬ 
tity  of  ingredients  in  their  food  and  that 
it  would  unreasonably  restrict  the  free¬ 
dom  of  choice  of  persons  who  wish  to 
avoid  particular  fats  or  oils  to  exempt  any 
of  these  products  from  source  labeling  of 
fat  and  oil  ingredients.  Therefore,  fat 
and  oil  source  labeling  will  be  required 
for  all  foods  containing  fats  or  oils,  ex¬ 
cept  for  specific  foods  subject  to  stand¬ 
ards  of  Identity  for  which  such  labeling 
is  not  required. 

43.  One  comment  stated  that  manu¬ 
facturers  should  not  be  required  to  cease 
using  the  term  “shortening”  as  an  in¬ 
gredient  declaration.  The  comment 
stated  that  the  t3T>e  of  fat  or  oil  used  in  a 
product  was  irrelevant  since  persons  who 
are  on  fat-restricted  diets  should  avoid 
foods  containing  high  prc^rtions  of 
fats  or  oils  regardless  of  the  type  of  oil 
used. 

The  Commissioner  concludes  that  all 
consiimers,  including  those  who  are  on 
a  fat-restricted  diet,  have  a  right  to 
readily  available  information  concern¬ 
ing  the  ingredients  contained  in  their 
food.  Although  it  may  be  true  that  per¬ 
sons  on  fat-restricted  diets  should  not 
eat  foods  containing  high  proportions  of 
fats,  this  is  not  sufficient  reason  to  deny 
consximers  the  knowledge  of  ingredients 
contained  in  their  food. 

44.  One  comment  stated  that  the  term 
"shoirtenlng”  is  more  informative  than 
source  labeling  of  fats  and  oils  would  be 
in  the  ingredient  statemmt  of  a  pastry 
because  the  term  “shortening”  describes 
the  friable  characteristic  of  the  baked 
goods. 

The  Commissioner  advises  that  con¬ 
sumers  apparently  are  more  interested 
in  determining  the  source  of  fat  and  oil 
ingredients  used  in  foods,  for  health  or 
other  reasons,  than  in  being  informed 
indirectly  that  the  product  containing 
the  Ingr^ent  is  tender  or  friable.  The 
Commissioner  does  not  r^ard  this  com¬ 
ment  as  sufficient  reason  for  retaining 
the  term  “shortening”  in  ingredient 
statements  as  the  sole 'designation  rath¬ 
er  than  requiring  source  labeling  of  fat 
and  oil  ingredients. 

45.  Two  ctxnments  concerned  the  la¬ 
beling  of  fats  and  oUs  in  salad  oils.  One 
comment  stated  that  salad  and  cooking 
oils  in  retail  packages  have  been  labeled 
with  the  source  of  the  vegetable  oils 
for  many  years  and  that  there  was  no 
reas(m  for  these  labeling  practices  to  be 
changed.  In  ecmtrast,  the  other  com¬ 
ment  stated  that  salad  oil  manu- 


factiirers  need  the  flexibility  to  substi¬ 
tute  fats  and  oils  and  recommended  that 
manufacturoa  be  allowed  to  lid)el  salad 
oils  as  “vegetable  salad  oil”  without  be¬ 
ing  required  to  declare  the  source  of  the 
oil. 

The  Commissioner  advises  that  if  cur¬ 
rent  labeling  identifies  all  the  fast  and 
oils  in  salad  and  cooking  oils  in  their 
order  of  predominance  then  this  regula¬ 
tion  does  not  change  it  If,  however, 
source  identification  is  current  not  xmi- 
versally  practiced,  then  the  consumer’s 
right  and  desire  to  have  fat  and  oil 
source  information  is  justification  for 
changing  current  labeling  practices. 

46.  The  proposed  regiQation  would  re¬ 
quire  that  foods  in  which  fats  and/or 
oils  are  the  predominant  ingredient  and 
foods  that  are  blends  of  fats  and/or  oils 
must  bear  a  listing  of  the  fat  and/or  oil 
ingredients  in  order  of  predominance. 

Four  comments  stated  that  manufac¬ 
turers  of  foods  in  which  fats  and/or  oils 
are  the  predominant  or  sole  ingredient 
are  also  subject  to  the  economic  pressmes 
of  variable  fats  and  oils  supplies  and, 
therefore,  must  retain  the  flexibility  to 
change  to  use  of  different  fats  and/or 
oils  in  response  to  variable  supply  situa¬ 
tions.  These  comments  stated  that  it 
would  be  an  economic  hardship  to  be  re¬ 
quired  to  change  labels  whenever  it  be¬ 
comes  necessary  to  vary  the  proportions 
of  the  various  fats  and  oils  contained  in 
foods  and  that  it  would  be  necessary  to 
pass  on  cost  increases  to  consumers.  One 
of  these  comments  stated  that  m'der-of- 
predominance  declaration  should  not  be 
required  because  it  would  make  no  differ¬ 
ence  to  a  consumer  who  wishes  to  avoid  a 
particular  fat  or  oil  whether  that  fat  or 
oil  is  the  predominant  ingredient,  and 
contended  that  declaration  in  order  of 
predominance  should  be  required  only  if 
a  claim  is  made  concerning  polyunsatu¬ 
rated  fatty  acid  content. 

The  Commissioner  states  that  products 
in  which  fats,  oils,  or  blends  of  fats  and 
oils  are  the  predominant  or  sole  ingre- 
dient(s)  are  frequently  valued  by  the 
consumer  in  relation  to  the  amount  of 
caiain  fats  and/or  oils  contained  in  the 
products.  Consequently,  a  high  pot^tial 
for  economic  deception  would  exist  if 
such  products  were  not  required  to  list 
fat  and  oil  ingrediente  in  the  order  of 
predominance.  The  Commissioner  is 
aware  that  many  products  in  which  fats 
and  oils  are  the  predominant  ingredient 
already  list  these  ingredients  in  the  or¬ 
der  of  predominance  and  that  for  these 
products  the  regulation  will  entail  no  in¬ 
crease  in  costs.  Since  order-of-pre- 
dominance  labeling  is  necessary  to  pre¬ 
vent  consumer  deception  in  products  in 
which  fats  and/or  oils  are  the  predomi¬ 
nant  or  sole  ingredient(s) ,  the  C(unmis- 
sioner  concludes  that  such  labding 
should  be  required  for  these  prod\icts. 

In  addition,  the  Commissioner  has  de¬ 
termined  that  the  costs  associated  with 
label  changes  because  of  charkging  mar¬ 
ket  conditions  for  fats  and  oils  are  not 
likely  to  be  significant.  As  mentioned 
above,  the  proportion  of  different  fats 
and  oils  used,  for  example,  in  the  manu¬ 
facture  of  salad  and  cooking  oik,  short- 


aiing,  and  margarine  is  comparatively 
stable  and  changes  are  not  likely  to  alter 
the  stated  order  of  predominance. 

47.  Four  comments  stated  that  the 
meaning  of  the  term  “predominant  in¬ 
gredient”  in  the  fats  and  oils  labeling 
regulation  should  be  defined  to  avoid  in¬ 
dividual  definitions  by  manufacturers. 
Tliree  of  these  comments  stated  that  the 
meaning  of  "predominant”  should  be 
stated  in  terms  of  a  percentage  by  weight 
of  fats  and  oils  regardless  of  the  nature 
of  the  product. 

The  Commissioner  agrees  that  it  is 
necessary  to  define  the  term  “predomi¬ 
nant  ingredient”  for  the  reason  given  in 
the  comment  and  that  the  meaning  of 
the  term  should  be  independent  of  the 
t3TJe  of  product.  However,  to  define  “pre¬ 
dominant”  in  terms  of  a  percentage  by 
weight  would  not  in  all  cases  correspond 
with  the  common  and  usual  meanings  of 
the  word.  For  instance,  if  “predominant” 
were  to  be  defined  as  “more  t.hH.n  50  per¬ 
cent,”  then  in  a  case  in  which  no  single 
ingredient  constitutes  more  than  50  per¬ 
cent  of  a  finished  food,  the  fats  and/or 
oils  ingredient  could  be  the  largest  con¬ 
stituent  and  yet  not  meet  the  definition 
of  “predominant.”  Any  other  numerical 
deflation  of  “predominant”  would  be 
arbitrary  and  might  not  correspond  to 
the  expected  meaning  of  the  word.  Since 
the  common  and  ordinary  meanings  of 
the  word  “predominant”  are  “most  nu¬ 
merous”  and  “outstanding,”  the  Commis¬ 
sioner  concludes  that  the  prc^iosed  reg¬ 
ulation  should  be  changed  to  give  these 
meanings  to  the  term.  Therefore,  the 
second  sentence  in  §  1.10(b)  (14)  has  been 
changed  to  read  "For  products  that  are 
blends  of  fats  and/or  oils  and  for  foods 
in  which  fats  and/or  oils  are  the  predom¬ 
inant  ingredient,  i.e.,  in  which  the  com¬ 
bined  weight  of  all  fat  and/or  oil  ingre- 
dents  equals  or  exceeds  the  weight  of  any 
other  single  ingredient,  the  listing  of  the 
cmnmon  or  usual  names  of  such  fats 
and/or  oils  in  parentheses  shall  be  in 
descending  order  of  predominance,” 

48.  One  comment  disagreed  with  the 
statement  in  the  preamble  of  the  pro¬ 
posal  that  consumers  who  wish  to  avoid 
a  particular  fat  in  a  food  would  rarely, 
if  ever,  benefit  by  being  informed  that 
there  is  a  greater  quantity  present  of  one 
kind  of  fat  than  other.  This  comment 
stated  that  some  persons  must  maintain 
a  certain  ratio  between  pohrunsaturated 
fatty  acids  and  saturated  fatty  acids  in 
their  diets,  and  that  a  listing  of  the  fats 
in  order  of  predominance  would  assist 
these  persons. 

The  Commissioner  has  carefully  con¬ 
sidered  this  comment.  The  statement 
to  which  the  conunent  objects  concerns 
total  avoidance  of  a  particifiar  fat  or  oil. 
For  those  persons  who  wish  to  avoid  a 
certain  food,  a  statement  of  its  pres¬ 
ence  is  certainly  the  significant  infor- 
maticm.  It  is  not  necessary  in  these 
circumstances  that  a  person  know  how 
much  of  a  particular  fat  or  oil  he  is  avoid¬ 
ing. 

Although  a  person  who  is  instructed  to 
maintain  a  certain  ratio  of  pohrunsatu- 
rated  fatty  acids  to  saturated  fatty  acids 
in  his  or  bn*  diet  may  boi^t  from 
knowledge  of  the  amounts  of  polyim- 
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saturated  and  saturated  fatty  acids  in  a 
particular  food,  a  listing  at  the  order  of 
predominance  of  fats  and  oUs  in  a  food 
would  not  supcdy  enough  information 
to  benefit  this  person.  To  maintain  ade¬ 
quately  a  given  balance  of  fatty  acids  in 
a  prescribed  diet  requires  knowledge  of 
the  amount  of  each  fat  and/or  oil  in  all 
foods  and  the  proportions  of  polyrm- 
saturated  fatty  acids  and  saturated  fatty 
acids  in  each  fat  and/or  oil  used  as  an 
ingredient  in  each  food.  In  addition,  as 
described  elsewhere  in  this  preamble,  the 
exemption  from  predominance  listing 
applies  only  to  those  products  in  vdiich 
the  total  amoimt  of  fats  and/or  oils  does 
not  constitute  the  major  component  of  a 
food. 

Because  order-of-predominance  in¬ 
formation  would  not  provide  enough  in¬ 
formation  to  be  of  help  to  a  persMi  who 
must  achieve  a  certain  balance  of  poly¬ 
unsaturated  and  saturated  fatty  acids  in 
the  diet  and  because  the  Commissioner 
concludes  that  many  manufacturers  need 
the  fiexibillty  to  change  the  proiwrtions 
of  various  fats  and  oils  contained  in  their 
products  due  to  changes  in  the  relative 
prices  of  different  fat  and  oil  ingredients 
without  having  also  to  change  labels,  the 
Commissioner  concludes  that  manufac¬ 
turers  who  are  unable  to  adhere  to  a 
constant  pattern  of  fats  and/or  oils  in 
foods  due  to  changes  in  market  condi¬ 
tions  will  not  be  required  to  list  fat  and/ 
or  oil  ingredients  in  descending  order  of 
predominance  when  the  fats  and/or  oUs 
do  not  constitute'  the  predominant  in¬ 
gredient  of  the  food. 

49.  One  comment  stated  that  it  would 
be  nearly  impossible  for  regulatory  agen¬ 
cies  to  determine  the  accuracy  of  food 
ingredient  statements  because  some  of 
the  ingredients  would  te  present  in  such 
minute  amoimts. 

The  Commissioner  concludes  that 
through  the  use  of  inspectional  and 
analytical  techniques  currently  in  use  by 
the  Pood  and  Drug  Administration  and 
the  various  other  regulatory  agencies.  It 
would  rarely  be  “Impossible”  to  deter¬ 
mine  accurately  the  quantities  of  in¬ 
gredients  present  in  a  food. 

50.  The  regulation  states  that,  for  a 
food  containing  fats  and/or  oils  as  a 
minor  ingredient,  a  parenthetical  listing 
of  the  fats  or  oils  in  an  ingredient  state¬ 
ment  may  be  in  an  order  other  than  de¬ 
scending  order  of  predominance  if  the 
manufacturer,  because  of  the  use  of 
varying  mixtures,  is  unable  to  adhere  to 
a  constant  pattern  of  fats  and/or  oils 
in  the  product. 

Two  comments  stated  that  the  word 
“unable”  in  this  provision  is  subject  to 
various  interpretations;  one  stat^  that 
the  word  should  be  interpreted  to  allow 
manufacturers  to  vary  tiie  fat  and  oU 
combinations  of  their  products  depend¬ 
ing  upon  availability  and  economic  con¬ 
siderations. 

The  Commissioner  states  that  the 
regulation  will  be  interpreted  to  mean 
economic  unavailability  as  well  as  physi¬ 
cal  unavailability.  If  a  fat  or  oil  ingredi¬ 
ent  listed  on  a  label  temporarily  becomes 
too  expensive  or  is  temporarily  not  i^s- 
Ical^  obtainable  in  commercial  quanti¬ 


ties,  manufacturers  may  use  the  ingredi¬ 
ent  in  smaller  quantities  than  woifld  be 
indicated  by  the  order  of  predominance 
in  the  parenthetical  statement. 

51.  Seven  comments  stated  that  the 
proposed  alternative  of  listing  aU  the 
fats  and/or  oils  cmitained  in  a  product 
without  regard  to  the  predominance  of 
each  fat  and  on  in  the  food  would  result 
in  manufacturers  listing  all  the  fats 
and/or  oils  they  woiild  normally  use  and 
then  adding  only  token  amounts  of  those 
fats  and/or  oils  in  short  supply  at  a  par¬ 
ticular  time.  Other  comments  stated  that 
manufacturers  would  tend  to  list  in  pri¬ 
mary  order  those  oils  that  have  a  repu¬ 
tation  as  being  high  in  polyunsaturates 
but  would  often  actually  use  only  small 
•amounts  of  such  offs  if  they  were  more 
expensive  than  fats  or  oils  with  lower 
proportions  of  polyunsaturated  fatty 
acids.  These  comments  stated  that  such 
practices  would  deceive  consxuners  who 
would  believe  that  the  foods  contained 
significant  amounts  of  these  oils  and  re¬ 
quested  that  the  existing  labeling  prac¬ 
tices  for  fats  and  oils  be  allowed  to  con¬ 
tinue. 

Hie  Commissioner  is  aware  that  on 
occasion  some  manufacturers  will  find 
it  necessary  to  add  only  small  amounts  of 
some  fat  and/or  oil  ingredients.  Also, 
under  the  revised  regulation,  which  per¬ 
mits  a  manufacturer  to  list  alternative 
fats  or  oils,  the  manufacturer  may  list 
an  ingredient  infrequently  used  in  the 
product.  However,  the  Commissioner 
concludes  that  ttie  adopted  method  of 
labeling  food  products  containing  fats 
and/or  oils  is  the  best  compromise  possi¬ 
ble  betwe«i  the  desire  of  consiuners  for 
specific  source  labeling  and  the  desire 
of  some  food  manufacturers  to  be  al¬ 
lowed  fiexibility  to  substitute  fats  and 
oils  in  their  food  products  without  de¬ 
claring  the  specific  identity  of  the  fats  or 
oils  on  labels. 

52.  Several  comments  stated  that  the 
term  “hardened”  should  be  allowed  as  an 
alternative  to  the  word  “hydrogenated.” 
One  comment  stated  that  the  word 
“hardened”  was  less  disagreeable  to  con¬ 
sumers  than  the  word  “hjrdrogenated.” 

Because  of  comments  suggesting  that 
the  term  “hardened”  or,  as  discussed  be¬ 
low  in  paragrai*  53,  the  term  “specially 
processed,”  should  be  used  instead  of  the 
word  “hydrogenated,”  the  Commissioner 
has  reviewed  the  proposed  terminology. 
The  required  adjective  is  intended  to 
convey  the  Information  that  smne  or  all 
of  the  double  bonds  In  a  fat  or  oil  have 
been  saturated  through  hydrogenation. 
The  Commissioner  concludes  that  the 
word  “hardened”  does  not  adequately 
serve  this  function.  However,  the  Com¬ 
missioner  has  considered  whether  other 
terms  may  be  more  understandable  to 
consumers  than  “hydrogenated.”  The 
Commissioner  concludes  that  the  word 
“saturated”  adequately  describes  the 
change  In  the  fat  or  oil  and,  moreover,  is 
considerably  more  familiar  to  consumers 
than  the  term  “hydrogenated.”  Although 
“hydrogenated”  has  traditionally  been 
used  by  the  Food  and  Drug  Administra¬ 
tion,  the  Increased  interest  in  recent 
years  in  the  composition  of  fats  has 


im 

made  the  term  “saturated”  better  under¬ 
stood  than  "hydrogwiated.”  Therefore, 
the  proposed  regulation  has  been  revised 
to  require  use  of  the  word  “saturated” 
rather  than  “hydrogenated.”  Use  of  the 
wm-d  “saturated”  as  required  by  this 
regulation  does  not  necessitate  the  in- 
forznation  required  by  §  1.18  (21  CFR 
1.18) .  There  is  no  bar  to  manufacturers 
using  a  nondeceptive  qualifying  paren¬ 
thetical  phrase  such  as  “partially  satur¬ 
ated  (hardened)  soybean  oil”  to  convey 
the  information  that  the  function  of  the 
saturation  is  to  harden  the  oil. 

53.  Several  comments  stated  that  most 
vegetable  and  animal  fats  and  oils  have 
been  lightly  hydrogenated  or  partially 
hydrogenated  during  refining  for  such 
reasons  as  to  prevent  development  of 
rancidity  due  to  oxidation,  to  solidify 
liquid  oils  partially,  or  to  change  melting 
points  of  the  fats.  These  commits 
stated  that  it  would  be  deceptive  to  re¬ 
quire  that  partially  hydrogenated  fats 
and  oils  be  labeled  as  “hydrogenated” 
because  many  consumers,  nutritionists, 
and  physicians  will  think  that  an  oU 
labeled  as  “hydrogenated”  is  completely 
saturated.  One  comment  stated  that 
since  1961  the  vegetable  oil  industry  has 
been  labeling  lightly  hydrogenated  vege¬ 
table  oUs  as  “speciaHy  processed”  to  In¬ 
dicate  that  the  oil  has  been  lightly  hy¬ 
drogenated  rather  than  having  been 
heavily  hydrogenated  as  was  the  case 
prior  to  1961.  The  comment  stated  that 
consumers  might  think  that  the  nutri¬ 
tional  value  of  vegetable  oUs  has  been 
altered  if  the.se  products  are  no  longer 
allowed  to  be  labeled  as  having  been 
“spedaUy  processed.”  These  comments 
variously  recommended  that  partially 
hydrogenated  fats  or  oUs  be  aUowed  to 
be  labeled  as  “partially  hs^drogenated,” 
“partially  hardened.”  “lightly  hydrogen¬ 
ated,”  or  “specially  processed”  to  Inform 
consumers  that  the  fats  or  oils  are  not 
comiUetely  saturated. 

The  Commissioner  agrees  that  use  ot  a 
single  term  would  not  be  fully  informa¬ 
tive  in  cases  where  msmufacturers  use 
fats  and  oUs  that  have  not  been  com¬ 
pletely  hydrogenated.  However,  the  term 
“specially  processed,”  suggested  by  com¬ 
ments  does  not  provide  adequate  infor- 
iMtion  to  the  consumer.  The  Commis¬ 
sioner  has  revlwd  the  proposed  regtda- 
tioo  to  require  use  of  the  term  “ptwtiaBy 
saturated”  where  the  fat  or  oil  Is  not 
completely  hydrogenated. 

54.  One  comment  stated  that  foods 
should  be  labeled  with  the  percentage  of 
saturation  of  the  fat  or  alternatively  be 
labeled  with  the  source  of  the  fat  or  oil 
and  the  degree  of  hydrogenation,  if  any. 
Another  comments  stated  that  an  foods 
should  bear  informatimi  concerning  cho¬ 
lesterol  content. 

The  Commissioner  advises  that  the 
provisions  for  labeling  foods  In  relation 
to  fat,  fatty  acids,  and  cholesterol  con¬ 
tent  are  found  in  S  1.18.  The  questions  of 
declaration  of  percentage  saturation  and 
percentage  hydrogenation  were  discussed 
in  preambles  to  the  regulations  pub¬ 
lished  In  the  Fkdxval  Racisna  of  Janu¬ 
ary  19,  1973  (38  FR  2132)  and  March  14, 
1973  (38  FR  6961).  Under  the  provisions 
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of  §  1.18,  whenever  Information  on  fatty 
acid  content  of  food  Is  provided,  tbe 
amount  of  fatty  acids  In  grams  per  serv¬ 
ing  Is  required  to  be  listed  for  saturated 
and  polyimsaturated  fatty  acids,  and  In¬ 
formation  may  also  be  presented  on  the 
cholesterol  content  of  the  food.  The 
Commissioner  concludes  that  the  situa¬ 
tion  has  not  changed  materially  since 
publication  of  §  1.18  (March  14,  1973  (38 
FR  6961) ) ,  and  that  declaration  of  per¬ 
centage  saturation,  degree  of  hydrogena¬ 
tion  or  cholesterol  content  should  not  be 
made  mandatory. 

55.  A  number  of  comments  stated  that, 
because  of  modem  refining  and  process¬ 
ing  methods,  virtually  all  vegetable 
shortenings  sold  in  retail  packages  have 
comparable  fatty  acid  composition  re¬ 
gardless  of  the  source  of  the  oils  used. 
They  stated  that  a  declaration  of  soiirce 
oils  for  these  products  would,  therefore, 
falsely  lead  consumers  into  believing 
that  there  are  significant  differences 
among  the  products  In  fatty  acid  com¬ 
position  and  fimctional  value.  By  con¬ 
trast,  one  of  these  comments  also  fur¬ 
nished  Information  that  in  household 
shortenings  made  from  all-vegetable 
soiuces  the  polyimsaturated  fatty  acid 
content  varies  from  30  percent  to  50  per¬ 
cent  and  the  saturated  fatty  acid  con¬ 
tent  varies  from  22  percent  to  32  percent, 
depending  on  the  ti^  of  vegetable  oil(s) 
used  and  the  degree  of  hydrogenation 
used. 

The  Commissioner  states  that  his  de¬ 
cision  to  require  soimce  labeling  for  oils 
used  as  ingredients  in  food  is  not  based 
on  considerations  of  whether  or  not  sig- 
nMcant  differences  exist  between  various 
vegetable  oils.  His  decision  is.  Instead, 
based  on  the  repeatedly  expressed  desire 
of  consmners  for  fat  and  oil  source  label¬ 
ing  and  on  the  consumers’  right  to  this 
Information. 

56.  One  comment  asked  if  the  terms 
“animal  fat”  and  “meat  fat”  would  be 
Interchangeable  in  ingredient  state¬ 
ments. 

The  Commissioner  states  that  it  might 
be  confusing  to  consumers  if  food  prod¬ 
ucts  were  allowed  to  be  labeled  Inter¬ 
changeably  with  the  terms  “animal  fat” 
and  “meat  fat.”  The  term  “anhnal  fat” 
Is  more  inclusive  than  “meat  fat”  Inas¬ 
much  as  the  term  “animal  fat”  Includes 
milk  fats  such  as  butter,  butteroil,  and 
anhydrous  butterfat.  How’ever,  the  Com¬ 
missioner  advises  that  the  term  “animal 
fat”  may  not  be  used  by  itself  in  ingre¬ 
dient  statements  and  that  this  term  is  no 
interchangeable  with  other  terms.  Ihe 
regulation  permits  the  term  “animal  fat” 
to  be  used  if  the  term  is  immediately  fol¬ 
lowed  by  a  parenthetical  statement  of  the 
common  or  usual  names  of  the  individual 
fats  contained  in  the  blend  of  fats  and/ 
or  oils,  eg.,  “blend  of  animal  fats  (but¬ 
ter,  lard) .” 

57.  One  comment  argued  that  the  fact 
that  Congress  has  required  source  label¬ 
ing  for  fat  and  oil  Ingredients  in  mar¬ 
garine  is  not  a  precedent  for  the  labd- 
ing  of  fats  and  oils  used  as  ingredients 
in  other  foods.  The  comment  stated  that 
the  fat  and  oil  source  labeling  require¬ 
ment  was  imposed  on  margarine  in  an 


attempt  to  maintain  discriminatory  re¬ 
strictions  on  the  sale  of  margarine  and 
was  not  imposed  for  any  demonstrated 
need  for  such  labeling. 

The  Commissioner  states  that  the  fact 
that  fat  and  oil  source  labeling  is  re¬ 
quired  for  margarine  is  not  the  justifica¬ 
tion  for  requiring  source  labeling  on 
other  foods  containing  fats  and/or  oils 
as  ingredients.  As  detailed  elsewhere  In 
this  preamble,  source  labeling  is  being 
required  because  consumers  have  over¬ 
whelmingly  requested  it. 

58.  One  comment  asked  whether  the 
ingredient  labeling  rules  would  apply  to 
margarine. 

The  Commissioner  states  that  since 
the  standard  of  identity  for  margarine 
(21  CPR  Part  45)  requires  that  all  in¬ 
gredients  contained  in  the  product  be 
declared  on  the  label  as  required  by  the 
applicable  sections  of  Part  1  of  Chapter  1 
(21 C7FR  Chapter  I,  Part  1) ,  and  since  the 
ingredient  labeling  nUes  of  this  regula¬ 
tion  are  Issued  imder  Part  1  of  Chapter 
I,  therefore,  the  ingredient  labeling  rules 
contained  iia  this  regulation  do  apply  to 
margarine. 

59.  One  comment  asked  for  an  inter¬ 
pretation  of  how  the  regulation  applies 
to  margarine  when  used  as  an  ingredient 
in  another  food.  The  comment  asked  if 
margarine  could  be  declared  in  the  In¬ 
gredient  statement  of  the  food  as  “hydro¬ 
genated  vegetable  margarine”  or  “mar¬ 
garine”  followed  by  a  parenthetical  list¬ 
ing  of  the  major  fats  and  oils  in  the 
margarine  in  the  order  of  predominance, 
and  furnished  the  following  examples: 
“hydrogenated  vegetable  margarine 
(liquid  com  oil,  soybean  oil)  ”  and  “mar¬ 
garine  (hydrogenated  soybean  oil  and 
neutral  lard) .”  The  comment  also  asked 
if  a  declaration  “hydrogenated  soybean 
oil  margarine”  would  be  acceptable  as  a 
declaration  when  only  one  oil  is  used  as 
an  Ingredient  in  the  margarine. 

The  Commissicmer  states  that  this 
regulation  permits  a  standardized  food 
such  as  margarine,  when  used  as  an  in¬ 
gredient  in  another  food,  to  be  declared 
in  the  ingredient  statement  of  the  fin¬ 
ished  food  by  either  of  two  methods.  One 
method  is  by  incorporating  the  list  of  the 
ingredients  contained  in  the  margarine 
into  the  ingredient  statement  of  the  other 
food  in  descending  order  of  predominance 
without  mention  of  the  name  of  the 
standardized  food  (in  this  case  without 
mention  of  the  word  “margarine”  or 
“olemargarlne”) .  The  other  method  is 
by  declaring  the  established  common  or 
usual  name  of  the  ingredient  which,  in 
the  case  of  margarine,  is  the  standardized 
name  “margarine”  or  “oleomargarine”, 
followed  by  a  parenthetical  listing  of 
those  ingredients  required  by  the  stand¬ 
ard  to  be  listed  on  food  Uibels.  The  Com¬ 
missioner  states  that  since  the  name 
prescribed  in  the  standard  of  identity  for 
margarine  is  “margarine”  or  “oleomar¬ 
garine”  only  these  names  may  be  used  as 
the  name  for  margarine  in  Ingredient 
statements.  In  addition,  a  parenthetical 
declaration  of  all  the  Ingredients  con¬ 
tained  in  margarine  must  be  included  on 
the  food  label  as  required  by  the  stand¬ 
ard,  not  only  the  major  fats  and  oils.  Fur¬ 


ther,  the  regulation  requires  that  the  list¬ 
ing  of  a  fat  or  oU  which  has  been  par¬ 
tially  or  completely  hydrogenated  must 
Include  the  term  “partially  saturated” 
or  “saturated,”  as  appropriate. 

60.  In  the  preamble  to  the  proposed 
regulation,  the  Commissioner  stated  his 
intention  to  rescind  the  opinions  ex¬ 
pressed  in  Trade  Correspondences  TC- 
62,  TC-94,  and  TC-209,  which  were  is¬ 
sued  February  15  and  21  and  March  21, 
1940,  respectively,  TC-62  has  allowed 
hardened  fat  or  oil  to  be  declared  in 
ingredient  statements  as  such  without 
identifsdug  the  individual  oil  beyond  its 
vegetable,  animal,  or  marine  origin.  TC- 
94  has  allowed  various  shortenings  in 
fabricated  foods  to  be  declared  in  in¬ 
gredient  statements  solely  as  “shorten¬ 
ing”  without  naming  each  specific  fat  or 
oil  when  the  particular  shortening  can¬ 
not  always  be  predicted  in  advance,  and 
it  has  allowed  ingredients  used  for  leav¬ 
ening  or  as  yeast  nutrients  and  dough 
conditioners  to  be  declared  as  “leaven¬ 
ing,”  “yeast  nutrient,”  and  “dough  con¬ 
ditioner”  on  labels  of  bread.  TC-209  has 
allowed  vegetable  oil  used  for  frying 
potato  chips  to  be  declared  in  ingredi¬ 
ent  statements  as  “cooked  or  fried  in 
vegetable  oil.”  With  the  promulgation  of 
this  regulation,  food  labels  must  bear  the 
common  or  usual  name  of  the  fats  and/or 
oils  used  as  ingredients  in  food.  There¬ 
fore,  the  Commissioner  is  rescinding 
Trade  Correspondences  TC-62,  TC-94, 
and  TC-209  on  the  effective  date  of  this 
regulation.  The  Commissioner  advises 
that,  although  the  deletion  of  the  ex¬ 
emption  for  leavening,  yeast  nutrients, 
and  dough  conditioners  was  not  discussed 
in  the  preamble  to  the  proposed  regula¬ 
tion,  these  exemptions  are  also  revoked 
in  that  they  are  a  part  of  TC-94,  which 
is  revoked  in  its  entirety. 

Olive  Oil  Mixtures 

61.  One  comment  was  received  in  favor 
of  the  proposal  to  establish  a  common 
or  usual  name  for  mixtures  of  edible  fat 
or  oil  and  cdive  oil.  No  comments  sug¬ 
gested  a  change  in  the  proposal.  How¬ 
ever,  the  Commissioner  is  deleting 
language  inadvertently  Included  in  the 
proposed  regulation  that  would  have  re¬ 
quired  all  fats  and  oils  in  the  product  to 
be  listed  in  the  common  or  usual  name 
as  well  as  in  the  statement  of  ingredi¬ 
ents. 

EfTECTivE  Date 

62.  One  comment  requested  that  a 
realistic  effective  date  be  set  to  allow 
for  redesigning  and  reprinting  labels  of 
food  products  affected  by  this  regula¬ 
tion.  The  comment  noted  the  numerous 
revisions  tdl  manufacturers  have  had  to 
make  in  the  last  few  years  and  requested 
that  a  date  be  chosen  that  would  not 
place  an  imdue  burden  on  the  process  of 
redesigning  and  reprinting  labels. 
Another  comment  stated  that  an  effec¬ 
tive  date  of  January  1,  1977  would  al¬ 
low  label  revisions  to  be  made  at  reason¬ 
able  cost. 

The  Commissioner  agrees  that  an  un¬ 
duly  early  ^ective  date  would  burden 
manufacturers  unnecesssuily.  Taking  this 
factor  Into  consideration,  the  Commis- 
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sioner  has  set  an  effective  date  of  Janu¬ 
ary  1,  1978.  Labeling  may  be  changed  to 
comply  with  IJiese  regulations  beginning 
on  January  6,  1976.  All  labeling  used  for 
products  Initially  Introduced  Into  Inter¬ 
state  commerce  on  or  after  January  L 
1978,  shall  comply  with  these  regu¬ 
lations. 

Although  a  formal  analysis  of  Inflation 
Impact  Is  unnecessary,  since  publication 
of  these  regulations  as  a  proposal  pr^ 
ceded  the  requirement  for  inflation  Im¬ 
pact  analysis,  the  Commissioner  never¬ 
theless  has  reviewed  these  regulations 
and  has  found  no  major  inflation  Impact 
as  defined  in  Executive  Order  11821, 
OMB  Circular  A-107,  and  interim  guide¬ 
lines  issued  April  1,  1975  by  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare. 
As  indicated  earlier,  a  copy  of  this  infla¬ 
tion  impact  assessment  is  on  file  with  the 
Hearing  Clerk,  Food  and  Drug  Adminis¬ 
tration. 

The  C(Mnmissioner  has  reviewed  these 
regulations  pursuant  to  21  CFR  Part  6 
and  concludes  that  they  will  not  signifi¬ 
cantly  affect  the  quality  of  the  human 
environment.  A  copy  of  the  environmen¬ 
tal  impact  assessment  is  on  file  with  the 
Hearing  Clerk,  Food  and  Drug  Adminis¬ 
tration,  Rm.  4-65,  5600  Fishers  Lane, 
Rockville,  MD  20852. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201(n), 
403,  701(a),  52  Stat.  1041,  1047-1048  as 
amended,  1055  (21  U.S.C.  321  (an)  343, 
371(a) ) )  and  under  authority  delegated 
to  the  Commissioner  (21  CFR  2.120) ,  It  is 
ordered.  That  Title  21,  CSiapter  I,  of  the 
Code  of  Federal  Regulations  be  amended 
as  follows: 


(2)  An  ingredient  which  itself  contains 
two  or  more  ingredients  and  whlc:h  has 
an  established  common  or  usual  name, 
conforms  to  a  standard  established  pur¬ 
suant  to  the  Meat  Inspectlcm  or  Poultry 
Products  Inspection  Acts  by  the  UJB.  De¬ 
partment  of  Agriculture,  or  cxmforms  to 
a  d^lnltion  and  standard  of  Identity  es¬ 
tablished  pursuant  to  section  401  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act, 
shall  be  desij^ted  in  the  statement  of 
ingredients  on  the  label  of  such  food  by 
either  of  the  following  alternatives; 

(i)  By  declaring  the  established  com¬ 
mon  or  usual  name  of  the  ingredient  fol¬ 
lowed  by  a  parenthetical  listing  of  all  in¬ 
gredients  contained  therein  in  descend¬ 
ing  order  of  predominance  except  that, 
if  the  ingredient  is  a  food  subject  to  a 
definition  and  standard  of  identity  estab¬ 
lished  in  Subchapter  B  of  this  chapter, 
only  the  ingredients  required  to  be  de¬ 
clared  by  the  definition  and  standard  of 


in  their  order  of  predominance  in  the 

food  as  “ _ shortening”  or 

"blend  of _ oils”,  the  blank  to  be 

filled  in  with  the  word  “vegetable”,  “ani¬ 
mal”,  "marine”,  with  or  without  the 
terms  “fat”  or  “oils”,  or  combination  of 
these,  whichever  is  applicable  if,  im¬ 
mediately  following  the  term,  the  com¬ 
mon  or  usual  name  of  each  individual 
vegetable,  animsd,  or  marine  fat  or  oil 
is  given  in  parentheses.  e.g.,  "vegetable 
oil  shortening  (soybean  and  cottcmseed 
oil)”.  For  products  that  are  blends  of 
fats  and/or  oils  and  for  foods  in  which 
fats  and/or  oils  constitute  the  predomi¬ 
nant  ingredient,  i.e.,  in  which  the  com¬ 
bined  weight  of  all  fat  and/or  oil  in¬ 
gredients  equals  or  exceeds  the  weight 
of  any  other  single  ingredient,  the  list¬ 
ing  of  the  common  or  usual  names  of 
such  fats  and/or  oils  in  parentheses  shall 
be  in  descending  order  of  predominance. 
In  all  other  foods  in  which  a  blend  of 


identity  need  be  listed;  or 

(ii)  By  incorporating  into  the  state¬ 
ment  of  ingredients  in  descending  order 
of  predominance  in  the  finished  food,  the 
common  or  usual  name  of  every  com¬ 
ponent  of  the  ingredient  without  listing 
the  ingredient  itself. 

(3)  Skim  milk,  concentrated  skim  milk, 
reconstituted  skim  milk,  and  nonfat  dry 
milk  may  be  declared  as  “skim  milk”  or 
“nonfat  milk”. 

(4)  Milk,  concentrated  milk,  reconsti¬ 
tuted  milk,  and  dry  whole  milk  may  be 
declared  as  “milk”. 

•  (5)  Bacterial  cultures  may  be  declared 
by  the  word  “cultured”  followed  by  the 
name  of  the  substrate,  e.g.,  “made  from 
cultured  skim  milk  or  cultured  butter- 


fats  and/or  oils  is  used  as  an  ingredient, 
the  listing  of  the  common  or  usual  names 
in  parentheses  need  not  be  in  descending 
order  of  predominance  if  the  manufac¬ 
turer,  because  of  the  use  of  varying  mix¬ 
tures,  is  unable  to  adhere  to  a  constant 
pattern  of  fats  and/or  oils  in  the  product. 
If  the  fat  or  oil  is  completely  hydro¬ 
genated,  the  name  shall  include  the  term 
“saturated”,  or  if  partially  hydro¬ 
genated,  the  name  shall  include  the  term 
"partially  saturated”.  Fat  and/or  oil  in¬ 
gredients  not  present  in  the  product  may 
be  listed  if  they  may  sometimes  be  used 
in  the  product.  Such  ingredients  shall  be 
identified  by  words  Indicating  that  they 
may  not  be  present,  such  as  “or”,  “and/ 
or”,  “contains  one  or  more  of  the  fol- 


1.  Part  1  is  amended: 

a.  By  adding  a  new  paragraph  (f)  to 
S  1.8  to  read  as  follows: 

§1.8  Food  in  package  form,  labeling; 
identity. 

«  «  *  «  * 

(f )  A  label  may  be  required  to  bear  the 
percentage(s)  of  a  characterizing  ingre- 
dlent(s)  or  information  concerning  the 
presence  or  absence  of  an  ingredlent(s) 
or  the  need  to  add  an  ingredient(s)  as 
part  of  the  common  or  usual  name  of  the 
food  pursuant  to  Subpart  B  of  Part  102 
of  this  chapter. 

b.  By  revising  §  1.10  to  read  as  follows: 

§  1.10  Food;  labeling;  designation  of 
ingredients. 

(a)  Ingredients  required  to  be  declared 
on  the  label  of  a  food,  including  foods 
that  comphr  with  standards  of  Identity 
that  require  labeling  in  compliance  with 
this  Part  1,  except  those  exempted  by 
§  1.10a,  shall  be  listed  by  common  or 
usual  name  in  descending  order  of  pre¬ 
dominance  by  weight  on  either  the  prin¬ 
cipal  display  panel  or  the  information 
panel  In  accordance  with  the  provisions 
of  §  1.8d. 

(b)  The  name  of  an  ingredient  shall  be 
a  specific  name  and  not  a  collective  (ge¬ 
neric)  name,  except  that: 

(1)  Spices,  flavorings,  colmings  and 
chonical  preservatives  shall  be  declared 


milk”. 

(6)  Sweetcream  buttermilk,  concen¬ 
trated  sweetcream  buttermilk,  reconsti¬ 
tuted  sweetcream  buttermilk,  and  dried 
sweetcream  buttermilk  may  be  declared 
as  “buttermilk”, 

(7)  Whey,  concentrated  whey,  recon¬ 
stituted  whey,  and  dried  whey  may  be  de¬ 
clared  as  “whey”. 

(8)  Cream,  reconstituted  cream,  dried 
cream,  and  plastic  cream  (sometimes 
known  as  concentrated  milk  fat)  may  be 
declared  as  “cream”. 

(9)  Butteroll  and  anhydrous  butterfat 
may  be  declared  as  “butterfat”. 

(10)  Dried  whole  eggs,  frozen  whole 
eggs,  and  liquid  whole  eggs  may  be  de¬ 
clared  as  “eggs”. 

(11)  Dried  egg  whites,  frozen  egg 
whites,  and  liquid  egg  whites  may  be 
declared  as  “egg  whites”. 

(12)  Dried  egg  y(Aks,  frozen  egg  yolks, 
and  liquid  egg  yolks  may  be  declared  as 
“egg  yt^ks”. 

(13)  A  livestock  or  poultry  feed  may 
be  declared  by  a  o^ective  name  listed 
in  §  1.16  if  it  is  an  animal  feed  within 
the  meaning  oS.  section  201  (x)  of  the  act 
and  meets  the  requirements  for  the  use 
of  a  collective  name  as  prescribed  in 
§  1.16  for  certain  feed  ingr^ents. 

( 14)  Each  individual  fat  and/or  oil  in¬ 
gredient  shall  be  declared  by  its  specific 
common  or  usual  name  (e.g.,  “beef  fat”, 
“cottonseed  oil”)  in  its  order  of  pre¬ 
dominance  in  the  food  except  that  blends 


lowing:”,  e.g.,  “vegetable  oil  shortening 
(contains  one  or  more  of  the  following: 
cottonseed  oil,  palm  oil,  soybean  oil)”. 
No  fat  or  oil  ingredient  shall  be  listed 
unless  actually  present  if  the  fats  and/ 
or  oils  constitute  the  predominant  in¬ 
gredient  of  the  product,  as  defined  in 
this  parsigraph  (b)  (14) . 

(15)  When  all  the  ingredients  of  a 
wheat  flour  are  declared  in  an  Ingredient 
statement,  the  principal  Ingredient  of 
the  flour  shall  be  declared  by  the 
name(s)  specified  in  S§  15.1,  15.40,  15.80 
and  15.100  of  this  chapter,  i.e.,  the  first 
ingredient  designated  in  the  ingredient 
list  of  fiour,  or  bromated  flour,  or  en¬ 
riched  flour,  or  self-rising  fioiu:  is  “flour”, 
“white  flour”,  “wheat  flour”,  or  “plain 
flour”;  the  first  ingredient  designated  in 
the  ingrredient  list  of  durum  flour  is 
“durum  floor”;  the  first  ingredient  desig¬ 
nated  in  the  ingredient  list  of  whole 
wheat  flour,  or  bromated  whole  wheat 
flour  is  “whole  wheat  flour”,  “graham 
flour”,  or  “entire  wheat  flour”;  and  the 
first  ingredient  designated  in  the  in¬ 
gredient  list  of  whole  durum  wheat  flour 
is  “whole  durum  wheat  flour”. 

(c)  When  water  is  added  to  recon¬ 
stitute,  completely  or  partially,  an  in¬ 
gredient  permitted  by  paragn'aph  (b)  of 
this  section  to  be  declared  by  a  class 
name,  the  position  of  the  ingre<Uent  class 
name  in  the  ingredient  statement  shall 
be  determined  by  the  weight  of  the  un¬ 
reconstituted  in^edient  plus  the  weight 


according  to  the  provisions  of  8  1.12.  of  fats  and/or  oils  may  be  designated  of  the  quantity  of  water  added  to  re- 
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constitute  that  Ingredient,  up  to  the 
amount  of  water  needed  to  reconstitute 
the  ingredient  to  single  strength.  Any 
water  added  in  excess  of  the  amount  of 
water  needed  to  reconstitute  the  ingredi¬ 
ent  to  single  strength  shall  be  declared 
as  “water”  in  the  ingredient  statement. 

c.  By  adding  the  following  new  sec¬ 
tion: 

§  1.10b  Petitions  requesting  exemp¬ 
tions  from  or  special  requirements  for 
label  declaration  of  ingredients. 

The  Conunissioner  of  Food  and 
Drugs,  either  on  his  own  initiative  or  on 
behalf  of  any  interested  person  who  has 
submitted  a  petition  pmsuant  to  Part  2 
of  this  chapter  may  issue  a  proposal  to 
amend  S  1.10  to  specify  the  manner  in 
which  an  ingredient(s)  shall  be  declared, 

i.e.,  by  specific  or  class  name,  or  §  1.10a 


to  exempt  an  Ingredient  (s)  from  the 
requirements  for  label  declaration. 

2.  Part  102  is  amended  by  adding  the 
following  new  section  to  read  as  follows: 

§  102.19  Mixtures  of  edible  fat  or  oil 
and  olive  oil. 

The  common  or  usual  name  of  a  mix¬ 
ture  of  edible  fats  and  oils  containing 
less  than  100  percent  and  more  than  0 
percent  olive  oil  shall  be  as  follows: 

(a)  A  descriptive  name  for  the  product 
meeting  the  requirements  of  S  102.1(a), 
e.g.,  “cottonseed  oil  and  olive  oil”  or 
another  descriptive  phrase,  and 

(b)  When  the  label  bears  any  repre¬ 
sentation,  other  than  in  the  ingredient 
listing,  of  the  presence  of  olive  oil  in  the 
mixture,  the  descriptive  name  shall  be 
followed  by  a  statement  of  the  percent¬ 
age  of  olive  oil  contained  in  the  prod¬ 


uct  in  the  manner  set  forth  in  §  102.1  »b) 

(2). 

3.  Trade  Correspondence  No.  62,  issued 
February  15, 1940,  Trade  Correspondence 
No.  94,  issued  February  21,  1940,  and 
Trade  Correspondence  No.  209,  Issued 
March  21,  1940,  are  hereby  revoked. 

Effective  date.  Labeling  may  be 
changed  to  comply  with  these  r^ulations 
on  January  6,  1976.  All  products  ini¬ 
tially  introduced  into  interstate  com¬ 
merce  on  or  after  January  1,  1978,  shall 
comply  with  these  regulations. 

(Secs.  201  (n),  403,  701(a),  52  Stat.  1041, 
1047-1048  as  amended,  1055  (21  U.S.C.  321 
(n),  343,  371  (a)).) 

Dated:  December  29,  1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.76-96  Filed  l-5-76;8;45  am] 
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